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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 

[21  CFR  Part  880] 

[Docket  No.  78N-1267] 

Classification  of  General  Hospital  and 
Personal  Use  Devices;  Development  of 
General  Provisions 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  agency  is  proposing 
general  rules  applicable  to  the 
classification  of  all  general  hospital  and 
personal  use  devices.  The  Medical 
Device  Amendments  of  1976  require  the 
Food  and  Drug  Administration  (FDA)  to 
classify  all  medical  devices  intended  for 
human  use  into  three  categories:  class  I, 
general  controls:  class  II,  performance 
standards;  and  class  HI.  premarket 
approval.  In  the  preamble  to  this 
proposal,  FDA  describes  the 
development  of  the  proposed  regulations 
classifying  individual  general  hospital 
and  personal  use  devices,  which  are 
being  published  elsewhere  in  this  issue 
of  the  Federal  Register.  The  preamble 
also  describes  the  activities  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee  that  makes 
recommendations  to  FDA  concerning 
the  classification  of  general  hospital  and 
personal  use  devices. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  Hnal  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Device  ClassiHcation  System 

The  Medical  Device  Amendments  of 
1976  (Pub.  L,  94-295),  hereinafter  called 
the  amendments,  establish  a 
comprehensive  system  for  the  regulation 
of  medical  devices  intended  for  human 
use.  Section  513  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (the  act)  (21 
U.S.C.  360c),  establishes  three  categories 
(classes)  of  devices,  depending  on  the 


regulatory  controls  needed  to  provide 
reasonable  assurance  of  their  safety  and 
effectiveness.  The  three  categories  are 
as  follows:  Class  I,  general  controls: 
class  II,  performance  standards;  class 
Ill,  premarket  approval. 

Most  devices  are  not  classified  under 
section  513  of  the  act  until  after  FDA  has 
(1)  received  a  recommendation  from  a 
device  classification  panel  (an  FDA 
advisory  committee):  (2)  published  the 
Panel’s  recommendation  for  comment, 
along  with  a  proposed  regulation 
classifying  the  device:  and  (3)  published 
a  final  regulation  classifying  the  device. 
These  steps  must  precede  the  - 
classification  of  any  device  that  was  in 
commercial  distribution  before  may  28, 
1976  (the  date  of  enactment  of  the 
amendments)  and  that  was  not 
previously  regarded  by  FDA  as  a  new 
drug  under  section  505  of  the  act  (21 
U.S.C.  355).  A  device  that  is  first  offered 
for  commercial  distribution  after  May 
28, 1976,  and  that  is  substantially 
equivalent  to  a  device  classified  under 
this  scheme,  is  classified  in  the  same 
class  as  the  device  to  which  it  is 
substantially  equivalent. 

A  device  that  FDA  previously 
regarded  as  a  new  drug,  or  a  newly 
offered  device  that  is  not  substantially 
equivalent  to  a  device  that  was  in 
commercial  distribution  before  the 
amendments,  is  classified  by  stature 
into  class  III.  These  two  types  of  devices 
are  classified  into  class  III  without  any 
FDA  rulemaking  proceedings.  The 
agency  determines  whether  new  devices 
are  substantially  equivalent  to 
previously  offered  devices  by  means  of 
the  premarket  notiHcation  procedure  in 
section  510(k)  of  the  act  (21  U.S.C. 

360(k))  and  Part  807  of  the  regulations 
(21  CFR  Part  807). 

Related  Regulations 

In  the  Federal  Register  of  July  28, 1978 
(43  FR  32988),  FDA  issued  final 
regulations  describing  the  procedures 
for  classifying  devices  intended  for 
human  use.  These  regulations,  which 
were  proposed  in  the  Federal  Register  of 
September  13, 1977  (42  FR  46028), 
supplement  the  agency's  regulations  in 
Part  14  (21  CFR  Part  14)  governing  the 
use  of  advisory  committees.  The  agency 
also  issued  interim  device  classification 
procedures  in  a  notice  published  in  the 
Federal  Register  of  May  19, 1975  (40  FR 
21848). 

Activities  of  Panel 

Anticipating  enactment  of  the 
amendments,  FDA  established  several 
advisory  committees  to  make 
preliminary  recommendations  on  device 
classification.  The  General  Hospital  and 
Personal  Use  Device  ClassiHcation 


Panel  (the  Panel)  was  originally 
chartered  on  October  15. 1974,  as  the 
Panel  on  Review  of  General  Hospital 
and  Personal  Use  Devices.  On  January 
26, 1976,  FDA  placed  a  report  of  the 
Panel’s  tentative  classification 
recommendations  on  file  with  the  office 
of  the  Hearing  Clerk  (HFA-305).  Food 
and  Drug  Administration,  and 
announced  the  availability  of  the  report 
to  the  public  by  notice  published  in  the 
Federal  Register  of  June  25, 1976  (41  FR 
26245). 

On  August  9. 1976,  the  Panel  and  other 
preamendments  device  classification 
panels  were  rechartered  to  reflect  their 
new  responsibilities  under  the 
amendments.  The  agency  directed  each 
panel  to  reconsider  its  preamendments 
classification  recommendations  in  light 
of  the  new  requirements.  In  1976  and 
1977,  the  Panel  reviewed  all  devices  that 
FDA  had  referred  to  it  to  make  certain 
that  its  recommendations  were  in 
accord  with  the  amendments. 

Throughout  the  Panel’s  deliberations, 
interested  persons  were  given  an 
opportunity  to  present  their  views,  data, 
and  other  information  concerning  the 
classification  of  general  hospital  and 
personal  use  devices.  The  Panel  also 
invited  experts  to  testify  and  sought 
information  on  many  devices  from  the 
published  literature. 

In  October  1977,  the  Panel  submitted 
to  FDA  a  preliminary  report  of  its 
recommendations.  The  report  included  a 
roster  of  current  and  former  Panel 
members  and  consultants  and  listed  all 
meeting  dates.  The  agency  placed  a 
copy  of  the  report  in  the  office  of  the 
Hearing  Clerk  (HFA-305),  Food  and 
Drug  Administration,  and  announced  its 
availability  to  the  public  by  notice 
published  in  the  Federal  Register  of 
November  29. 1977  (42  FR  60792).  At 
meetings  held  on  March  2-3, 1978,  May 
22-25, 1978,  November  6, 1978,  and 
January  15, 1979,  the  Panel  changed  its 
previous  recommendations  concerning 
the  classification  of  several  devices  and 
made  classification  recommendations 
for  several  devices  not  previously 
considered  by  the  Panel.  An  addendum 
to  the  Panel  report  showing  these 
changes  has  been  placed  in  the  office  of 
the  Hearing  Clerk  (HFA-305),  Food  and 
Drug  Administration.  Also  available  in 
the  office  of  the  Hearing  Clerk  are 
summary  minutes  ft-om  all  Panel 
meetings,  verbatim  transcripts  of 
meetings  held  after  May  28, 1976  (the 
date  of  enactment  of  the  amendments), 
and  all  references  cited  in  individual 
general  hospital  and  personal  use  device 
proposed  classification  regulations. 
Interested  persons  may  review  these 
documents  in  the  office  of  the  Hearing 
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Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  between  9 
a.m.  and  4  p.m.,  Monday  through  Friday. 

List  of  General  Hospital  and  Personal 
Use  Devices 

In  1972  FDA  surveyed  device 
manufacturers  to  identify  the  devices  for 
which  classihcation  regulations  would 
be  needed.  Following  this  survey,  FDA 
developed  a  list  of  general  and 
miscellaneous  devices.  The  Panel 
supplemented  the  list  using  its  members’ 
knowledge  of  general  and  miscellaneous 
devices  in  use.  Devices  that  were  solely 
for  experimental  or  investigational  use 
or  that  were  not  generally  available 
were  not  included. 

The  agency  is  proposing  to  establish  a 
new  part  880  in  Title  21  of  the  Code  of 
Federal  Regulations.  Part  880  will 
consist  of  sections  identifying  each 
general  hospital  and  personal  use  device 
with  a  brief  narrative  description  and 
stating  the  classiHcation  of  that  device. 
A  list  of  the  general  hospital  and 
personal  use  devices  appears  elsewhere 
in  this  preamble. 

Individual  General  Hospital  and 
Personal  Use  Device  Classincation 
Regulations 

Elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  issuing  99  individual 
proposed  regulations  to  classify  each 
general  hospital  and  personal  use 
device.  The  agency  is  proposing  to 
classify  54  general  hospital  and  personal 
use  devices  into  class  I  (general 
controls),  42  general  hospital  and 
personal  use  devices  into  class  II 
(performance  standards),  2  general 
hospital  and  personal  use  devices  into 
class  III  (premarket  approval),  and  one 
general  hospital  use  device  into  class  I 
when  mechanically  operated  and  into 
class  II  when  AC-powered.  The  agency 
also  is  publishing  the  recommendations 
of  the  Panel  regarding  these  devices,  as 
required  by  section  513(c)(2)  and  (d)(1) 
of  the  act  (21  U.S.C.  360c(c)(2)  and 
(d)(1)). 

Published  Panel  Recommendations 

Each  published  Panel 
recommendation  concerning  a  general 
hospital  and  personal  use  device 
includes  the  information  described 
below. 

1.  Identification.  Both  the  Panel 
recommendation  and  the  proposed  FDA 
classification  regulation  include  a  brief 
narrative  identification  of  the  generic 
type  of  device.  The  identification 
statement  is  necessarily  broad  because 
it  applies  to  a  category  or  type  of  device 
rather  than  to  a  specific  device.  As 
explained  in  proposed  §  880.1,  any 


manufacturer  of  a  newly  offered  device 
who  Tiles  a  premarket  notification 
submission  under  section  510(k)  of  the 
act  and  Part  807  of  the  regulations 
cannot  show  merely  that  the  device  is 
accurately  described  by  the  section  title 
and  identification  provisions  of  a 
classification  regulation.  Although  a 
new  device  may  be  described  accurately 
by  the  title  and  identification  in  a 
classification  regulation,  it  is 
nevertheless  in  class  111  under  section 
513(f)  of  the  act  if  it  is  not  substantially 
equivalent  to  a  preamendments  device 
(or  to  a  postamendments  device  that  has 
already  been  reclassified  from  class  III 
into  class  I  or  class  II).  It  is  not  practical 
for  FDA  to  publish  an  identification  of 
each  type  of  device  that  is  so  detailed  as 
to  anticipate  every  product  feature  that 
may  be  relevant  in  determining  whether 
a  new  device  is  substantially  equivalent 
to  previous  devices  classified  by  the 
regulation.  The  agency  believes  that  this 
problem  was  recognized  in,  and 
addressed  by,  the  premarket  notification 
procedures  in  section  510(k)  of  the  act. 
Accordingly,  any  manufacturer  who 
submits  a  premarket  notification 
submission  should  state  why  the 
manufacturer  believes  the  device  is 
substantially  equivalent  to  other  devices 
in  commercial  distribution,  as  required 
by  §  807.87  (21  CFR  807.87),  and  whether 
the  device  is  described  in  a 
classification  regulation. 

2.  Recommended  classification.  Each 
Panel’s  recommendation  describes 
whether  the  device  is  recommended  for 
classification  into  class  I  (general 
controls),  class  II  (performance 
standards),  or  class  III  (premarket 
approval). 

For  each  device  recommended  for 
classification  into  class  I,  the  Panel 
considered  whether  the  device  should 
be  exempt  from  any  requirements  under 
certain  sections  of  the  act:  section  510 
(21  U.S.C.  360,  registration),  section  519 
(21  U.S.C.  360i,  records  and  reports),  and 
section  520(f)  (21  U.S.C.  360j(f),  good 
manufacturing  practice  requirements). 
Although  the  Panel  did  not  recommend 
that  any  device  be  granted  total  general 
exemptions  at  this  time  from  section  510 
or  section  519  of  the  act,  the  Panel  did 
recommend  that  the  manufacturers  of 
several  class  I  devices  be  exempted 
from  premarket  notification  procedures 
under  section  510(k)  of  the  act  and  part 
807  of  the  regulations  (21  CFR  Part  807). 
The  Panel  also  recommended  that 
manufacturers  of  several  class  I  devices 
be  exempted  from  the  good 
manufacturing  practice  regulation  in 
Part  820  (21  CFR  Part  820)  and  thus  from 
the  records  and  reports  requirements  in 
that  regulation.  The  agency’s  policy 


concerning  these  exemption 
recommendations  is  discussed  below  in 
the  section  of  this  proposal  concerning 
"Exemptions  for  Class  I  Devices.” 

A  Panel  recommendation  that  a 
device  be  classified  into  class  II 
includes  the  Panel’s  recommended 
priority  (“high,”  "medium,”  or  “low”)  for 
establishing  a  performance  standard  for 
the  device.  Similarly,  each  Panel 
recommendation  that  a  device  be 
classified  into  class  III  includes  the 
Panel’s  recommended  priority  ("high,” 
“medium,”  or  “low”)  for  application  of 
premarket  approval  requirements  to  that 
device.  As  explained  below  in  the 
section  of  this  notice  concerning 
“Priorities  for  Class  II  and  III  Devices.” 
FDA  is  not,  however,  proposing  the 
establishment  of  agency  priorities  at  this 
time. 

3.  Summary  of  reasons  for 
recommendation.  The  summary  of 
reasons  for  the  Panel’s  recommendation 
explains  why  the  Panel  believes  that  a 
particular  device  meets  the  statutory 
criteria  for  classification  into  class  I,  II, 
or  III. 

Except  in  those  instances  in  which 
FDA’s  classiHcation  proposal  differs 
from  the  Panel’s  recommendation,  the 
agency  is  adopting  the  Panel’s  summary 
of  reasons  as  the  agency’s  statement  of 
the  reasons  for  issuing  the  regulations, 
as  required  by  section  517(f)  of  the  act 
(21  U.S.C.  360g(f)). 

The  summary  of  reasons  for  a 
recommendation  identifies  any  device 
that  is  an  implant  or  a  life  supporting  or 
life  sustaining  device.  The  summary  of 
reasons  for  any  implant  or  life 
supporting  or  life  sustaining  device  that 
is  not  recommended  for  classification 
into  class  III  also  explains  why  the 
Panel  determined  that  classification  of 
the  device  into  class  III  is  not  necessary 
to  provide  reasonable  assurance  of  its 
safety  and  effectiveness.  The  agency 
provides  a  similar  explanation  in  the 
“ftoposed  Classification”  section^of  the 
preamble  to  any  proposal  to  classify  an 
implant  or  a  life  supporting  or  life 
sustaining  device  into  a  class  other  than 
class  III. 

4.  Summary  of  data  on  which  the 
recommendation  is  based.  In  many 
cases,  the  Panel  based  its 
recommendations  on  the  Panel 
members’  personal  knowledge  of,  and 
clinical  experience  with,  the  devices 
under  review.  The  Panel  particularly 
relied  upon  clinical  experience  and 
judgment  when  considering  a  simple 
device  that  had  been  used  extensively 
and  was  acccepted  widely  before  the 
amendments  were  enacted.  The 
legislative  history  of  the  amendments 
makes  clar  that  the  term  “data”  has 
special  meaning  in  section  513(c)(2)(A) 
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of  the  act.  which  requires  that  a  Panel 
recommendation  summarize  the  data 
upon  which  a  recommendation  is  based. 
As  used  in  that  section,  “data”  refers 
not  only  to  the  results  of  scientific 
experiments,  but  also  to  less  formal 
evidence,  other  scientific  information,  or 
judgments  of  experts  (House  Committee 
on  Interstate  and  Foreign  Commerc, 
Medical  Device  Amendments  of  1976, 
H.R.  Kept.  No.  94-853,  94th  Congress,  2d 
Session  40  (1976)).  The  agency  has 
determined  that  clinical  experience  and 
judgment  is  valid  scientific  evidence  for 
classifying  certain  devices. 

In  several  cases,  FDA  sought  more 
data  and  information  concerning  the 
classification  of  a  device  than  were 
cited  by  the  Panel.  References  to  these 
data  and  information  are  found  in  the 
“Proposed  Classification"  section  of  the 
preambles  to  individual  general  hospital 
and  personal  use  device  regulations. 

FDA  is  adopting  as  the  agency’s 
statement  of  the  basis  for  issuing  the 
regulation  under  section  517(f)  of  the  act 
the  Panel's  summary  of  the  data  on 
which  a  recommendation  to  classify  a 
device  is  based,  together  with  any 
additional  data  and  information  cited  in 
the  preamble  to  the  proposed 
classification  regulation. 

5.  Risks  to  health.  In  identifying  the 
risks  to  health  presented  by  general 
hospital  and  personal  use  devices,  the 
Panel  recognized  that  few  devices  are 
completely  free  of  risk.  The  Panel  listed 
the  risks  it  considered  most  significant, 
especially  those  that  are  unique  to  the 
individual  device.  In  some  cases.  FDA 
has  identified  additional  risks  to  health 
presented  by  a  device.  These  additional 
risks  are  set  out  in  the  section  of  the 
preamble  concerning  the  “Proposed 
Classification"  of  a  particular  device. 

The  Panel's  classification 
recommendation  for  a  number  of 
devices  that  are  recommended  for 
classification  into  class  I  identify  one  or 
more  risks  to  health  that  are  presented 
by  these  devices.  In  these  cases,  the 
Panel  believed  that  these  risks  to  health 
could  be  addressed  adequately  by 
labeling,  other  general  controls,  or  both. 
In  most  of  these  cases  FDA  agrees  with 
the  Panel’s  belief  that  general  controls 
are  adequate  to  control  these  risks  to 
health. 

Because  the  classification 
recommendations  and  FDA  regulations 
do  not  identify  all  risks  to  health 
presented  by  general  hospital  and 
personal  use  devices,  future  regulations 
establishing  performance  standards 
under  section  514  of  the  act  (21  U.S.C. 
360d)  or  requiring  premarket  approval 
under  section  515(b)  of  the  act  (21  U.S.C. 
360e(b))  may  identify  additional  risks  to 


health  to  be  addressed  by  FDA 
requirements. 

Proposed  Classification 

Each  proposed  regulation  to  classify  a 
general  hospital  and  personal  use  device 
states  whether  FDA  agrees  with  the 
Panel’s  recommendation,  describes  the 
agency’s  proposed  classification  of  the 
device,  and  proposes  a  new  section  in 
part  880  in  which  the  device 
classification  will  be  codified. 

The  agency  cautions  that  the  final 
classification  of  a  device  may  differ 
from  the  proposal.  Factors  that  may 
cause  such  a  change  include  comments, 
the  agency’s  reconsideration  of  existing 
data  and  information,  and  the  agency’s 
consideration  of  new  data  and 
information. 

Priorities  for  Class  II  and  Class  III 
Devices 

For  a  device  that  the  Panel 
recommends  be  classified  into  class  11  or 
class  III,  section  513(c)(2)(A)  of  the  act 
requires  that  the  Panel  recommendatipn 
include,  to  the  extent  practicable,  a 
recommendation  for  the  assignment  of  a 
priority  for  application  to  the  device  of  a 
performance  standard  or  premarket 
approval  requirements.  In  developing  its 
advice  concerning  priorities  (“high," 
“medium,”  or  “low")  of  devices 
recommended  for  classification  into 
class  II  or  class  III,  the  Panel  compared 
the  device  with  other  general  hospital 
and  personal  use  devices,  based  on 
information  available  to  the  Panel 
members  concerning  the  relative 
importance  of  use  of  the  device  and  the 
relative  risks  presented  by  the  device. 
The  Panel  recommended  assignment  of 
a  “high  priority”  only  to  those  class  II  or 
class  III  devices  that  the  Panel  believed 
should  receive  the  agency’s  immediate 
attention. 

The  agency  is  not  proposing  at  this 
time  to  establish  priorities  for 
development  of  performance  standards 
for  class  II  devices  or  application  of 
premarket  approval  requirements  to 
class  III  devices.  Section  513(d)(3)  of  the 
act  authorizes,  but  does  not  require, 
establishment  of  these  priorities.  At  a 
later  date,  however,  the  agency  will 
establish  priorities  for  the  development 
of  standards  for  class  II  devices  and  the 
application  of  premarket  approval 
requirements  to  class  Ill  devices.  These 
priorities  will  be  based  on  the 
classification  panels’  recommendations, 
available  resources,  and  other  relevant 
factors.  The  agency’s  priorities  will  be 
reflected  in  the  agency’s  annual  budget 
request  and  other  publicly  available 
documents  and  may  be  published  in  the 
Federal  Register. 


The  agency  intends  to  proceed  as 
quickly  as  the  statute  and  classification 
panel  resources  permit  to  require 
premarket  approval  of  devices  classified 
into  class  Ill.  There  are  two  factors 
affecting  the  length  of  time  necessary 
before  FDA  requires  submission  of 
premarket  approval  applications  for  any 
particular  device  that  is  classified  by  an 
FDA  regulation  into  class  III:  the  number 
of  devices  reviewed  by  a  panel  and  the 
priority  of  a  particular  device  in  relation 
to  other  class  III  devices  considered  by 
classification  panel.  For  example,  where 
FDA  classifies  into  class  111  only  a  few 
devices  within  a  Panel’s  specialty  area, 
FDA  may  at  the  same  time  also  publish 
regulations  under  section,515(b)  of  the 
act  requiring  premarket  approval  for 
amny  of  the  class  III  devices  considered 
by  the  Panel,  regardless  of  whether  of  a 
high,  medium,  or  low  priority.  Where 
practical,  FDA  will  publish  these  section 
515(b)  regulations  during  the  grace 
period  (at  least  30  months)  following 
classification  during  which  a  device 
classified  into  class  III  by  FDA 
regulation  may  lawfully  remain  on  the 
market  without  a  premarket  approval 
application.  The  grace  period  is 
provided  for  in  section  501(f)  of  the  act 
(21  U.S.C.  351(f)). 

Exemptions  for  Class  I  Devices 

Section  513  of  the  Federal  Food.  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360c) 
provides  that  FDA  may  exempt  a  device 
recommended  for  classification  into 
class  I  from  a  requirement  under  the 
following  sections  of  the  act:  section  510 
(21  U.S.C.  360),  registration:  section  519 
(21  U.S.C.  360i),  records  and  reports:  and 
section  520(f)  (21  U.S.C.  360j(f)),  good 
manufacturing  practices. 

Under  section  510  of  the  act,  a  person 
“engaged  in  the  manufacture, 
preparation,  propagation,  compounding 
or  processing  of  *  *  *  a  device  or 
devices"  must  register  with  FDA 
(section  510  (b)  through  (i)),  file  a  list  of 
devices  (section  510(j)),  and  notify  FDA 
at  least  90  days  before  beginning 
commercial  distribution  of  a  device 
(section  510(k)).  (See  Part  807  (21  CFR 
Part  807).)  Section  510(g)(4)  authorizes 
the  agency  to  exempt  a  device  from 
section  510  if  it  finds  that  compliance 
with  that  section  is  not  necessary  for  the 
protection  of  the  public  health.  In 
§  807.65  (21  CFR  807.65),  FDA  has 
exempted  certain  classes  of  persons 
from  section  510  of  the  act.  Several 
device  classification  panels  have 
recommended  that  manufacturers  of 
certain  class  1  devices  also  be  exempted 
from  all  or  some  of  the  requirements  of 
section  510.  The  agency  has  determined 
that  protection  of  the  public  health 
requires  that  manufacturers  of  medical 
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devices,  other  than  those  already 
exempt  under  §  807.65,  register  and  list 
their  products  with  FDA  to  ensure  that 
the  agency  can  identify  these 
manufacturers  and  their  products  and 
conduct  necessary  inspections. 

The  agency  has  determined,  however, 
for  certain  devices,  that  it  is  not 
necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions. 

Thus,  the  agency  has  proposed  to 
exempt  certain  devices  from  Subpart  E 
of  Part  807  of  the  regulations,  which 
implements  section  510(k)  of  the  act.  The 
agency  does  not,  at  this  time,  anticipate 
that  premarket  approval  will  be  required 
for  these  devices.  The  agency  believes 
that  the  semiannual  updating  of  device 
listing  under  section  510(j)(2)  will 
provide  FDA  with  adequate  notice  of 
new  products  within  this  generic  type  of 
device. 

Section  519  of  the  act  authorizes  FDA 
to  issue  regulations  requiring  device 
manufacturers,  importers,  and 
distributors  to  establish  and  maintain 
such  records,  make  such  reports,  and 
provide  such  information  as  the  agency 
may  reasonably  require  to  assure  that 
devices  are  not  adulterated  or 
misbranded  and  to  otherwise  assure 
their  safety  and  effectiveness.  The 
records  and  reports  requirements  in 
several  of  FDA’s  present  device 
regulations  are  authorized,  wholly  or  in 
part,  by  section  519.  The  most  extensive 
of  these  requirements  are  found  in  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  Part  820  (21  CFR 
Part  820),  published  in  the  Federal 
Register  of  July  21. 1978  (43  FR  31508).  In 
the  future,  TOA  will  publish  other 
regulations  in  accordance  with  section 
519  of  the  act,  including  regulations 
requiring  reports  to  FDA  of  experience 
with  medical  devices.  Until  these 
regulations  are  issued,  FDA  believes 
that  it  cannot  properly  issue  exemptions 
from  them.  In  the  future,  whenever  the 
agency  proposes  device  regulations  that 
include  records  and  reports 
requirements,  interested  persons  may 
submit  comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempted  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate. 

The  only  type  of  exemption  from 
records  and  reports  requirements  that 
FDA  is  proposing  now,  in  device 
classification  regulations,  is  an 
exemption  of  certain  manufacturers 
from  most  requirements  of  the  device 


GMP  regulation.  As  explained  below, 
the  exemption  will  not  extend  to  two 
device  GMP  records  requirements. 

The  device  GMP  regulation  was 
published  in  final  form  in  the  Federal 
Register  of  July  21, 1978.  At  the  time  of 
the  Panel’s  recommendations,  the  GMP 
regulation  had  not  yet  been 
promulgated,  and  the  agency  had  not  yet 
developed  criteria  for  exempting  a  class 
I  device  from  GMP  requirements.  The 
agency  has  now  decided  that,  if  any  one 
of  the  following  criteria  is  met,  FDA  will 
consider  exempting  from  the  GMP 
regulation  a  class  I  device  that  is  not 
labeled  or  otherwise  represented  as 
sterile.  The  agency  will  not,  however, 
exempt  a  device  from  §  820.180  (21  CFR 
820.180),  with  respect  to  general 
requirements  concerning  records,  or 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  The  criteria  are: 

1.  FDA  has  determined,  based  on 
adequate  information  about  current 
practices  in  the  manufacture  of  the 
device  and  about  user  experience  with 
the  device,  that  application  of  the  GMP 
regulation  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 

2.  FDA  has  determined  that  all 
possible  defects  relating  to  the  safety 
and  effectiveness  of  the  device  are 
readily  detectable  before  use,  either 
through  visual  examination  by  the  user 
or  routine  testing  before  use,  e.g.,  testing 
a  clinical  laboratory  reagent  with 
positive  and  negative  controls. 

3.  FDA  has  determined  that  any  defect 
in  the  device  that  is  not  readily 
detectable  will  not  result  in  a  device 
failure  that  could  have  an  adverse  effect 
on  the  patient  or  other  user. 

FDA  has  determined  that  no  device 
that  is  labeled  or  otherwise  represented 
as  sterile  will  be  exempted  from  the 
device  GMP  regulation.  Such  a  device 
must  be  subject  to  the  entire  GMP 
regulation  to  ensure  that  manufacturers 
adequately  reduce  the  bioburden 
(number  of  microorganisms)  on  the 
device  and  its  components  during  the 
manufacturing  process.  This  reduction  is 
accomplished  through  adherence  to  a 
comprehensive  quality  assurance 
program  as  is  required  by  the  GMP 
regulation,  with  adequate  environmental 
controls,  trained  personnel,  appropriate 
maintenance  and  calibration  of 
sterilization  equipment,  recordkeeping 
concerning  lot  sterility,  strict  packaging 
and  labeling  controls,  and  other  quality 
assurance  measures. 

The  agency  also  has  determined  that 
no  exemption  from  the  device  GMP 


regulation  will  extend  to  §  820.180,  with 
respect  to  general  requirements 
concerning  records,  or  §  820.198,  with 
respect  to  complaint  files.  The  agency 
believes  that  granting  exemptions  from 
these  sections  would  not  be  in  the  public 
interest,  and  that  compliance  with  these 
sections  is  not  unduly  burdensome  for 
device  manufacturers.  To  ensure  that 
device  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup,  all  such  manufacturers  are 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198.  All  device 
manufacturers  also  are  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

In  general,  FDA  has  not  initiated 
proposals  to  exempt  manufacturers  of 
class  I  devices  from  requirements  under 
sections  510,  519,  or  520(f)  but  has  acted 
on  the  basis  of  exemption 
recommendations  of  the  device 
classification  panels.  Manufacturers  and 
other  interested  persons  may  submit 
comments  on  the  appropriateness  of 
exemptions  of  manufacturers  of  class  I 
devices  that  are  not  the  subject  of  panel 
exemption  recommendations.  FDA  will 
consider  granting  exemptions  from  the 
requirement  of  premarket  notification 
and  from  the  GMP  regulation  (other  than 
§  §  820.180  and  820.198)  according  to  the 
policies  and  criteria  discussed  above. 
Comments  requesting  additional 
exemptions  should  be  supported  by 
information  showing  that  the  exemption 
of  manufacturers  of  a  device  from  the 
premarket  notification  requirement  or 
the  GMP  regulation  (other  than 
§§  820.180  and  820.198),  or  both,  is 
consistent  with  the  policies  and  criteria 
discussed  above. 

List  of  General  Hospital  and  Personal 
Use  Devices 

The  following  is  a  list  of  the  general 
hospital  and  personal  use  devices  that 
FDA  is  proposing  to  classify,  the  section 
in  the  Code  of  Federal  Regulations 
under  which  the  regulation  classifying 
the  device  will  be  codified,  the  docket 
number  of  the  proposed  classification 
regulation,  and  the  proposed 
classification  of  each  device. 


49848  Federal  Register  /  Vol.  44,  No.  166  /  Friday,  August  24, 1979  /  Proposed  Rules 


Section  Device  Docket  No-  Class 


SuBPART  C— General  Hospital  ano  Personal  Use  Momtoring  Devices 


ARn2?00  .. 

.  Liquid  crystal  forehead  temperature  strip . . . 

78N-1268 

N 

.  78N'12e6 

1 

B80J2420»  . 

.  Electronic  monitor  tor  gravity  flow  Infusion  system . - . 

.  78N-1270 

H 

680.2440 

„...  Neonatal  ventilatory  effort  monitor  (apnea  detector) . . 

.  78N-1271 

R 

.  78N-1272 

M 

78N-1273 

H 

_  78N-1274 

1 

880.2720... 

.  Patient  scale . . . . 

.  78N-1275 

......  78N-1276 

I.II 

1 

_  78N-1277 

R 

.  78N-1279 

n 

860  2910 

.  7eN-1280 

M 

860  2920  ... 

.  78N-1281 

H 

' 

SoBPART  F— General  Hospital  and  Personal  Use  Therapeutic  Devices 

.  7814-1284 

H 

Aftoiuuc; 

_  78N-12S5 

« 

.  78N-1286 

.  78N-1287 

660.5090 

_  78N-1288 

AAOi^inn 

.  78N-1289 

H 

.  78N-1290 

680  5120 .« 

.  78N-1291 

8605190 

7BN-129? 

HI 

680.5140.... 

.  78N-1293 

H 

830  5150  . 

.  78N-1294 

660.5160  ... 

„  78N-1295 

680  5160  .. 

.  78N-1297 

680  5200... 

.  7814-1298 

II 

660.5210... 

.  78N-1290 

660  5240... 

.  78N-1301 

880.5270  .. 

7ftM-irift2 

660.5300.. 

78N-1303 

680.5375.... 

_ _ 78N-1305 

680.5400..» 

_  78N-1306 

H 

880.5410... 

.  76N-1307 

n 

880.5420 

.  78N-1380 

660  5430... 

.  7^1^-1306 

880  5440... 

.  .  78N-1309 

II 

880.5450  ... 

...  78N  1310 

II 

880  5475... 

.  78N-1311 

880.5500... 

...  78N-1312 

880.5510.... 

7flN-1.313 

880.5550..„ 

.  78N-1314 

880.5560.. 

..  78N-1315 

880  5570 

.  78N-1316 

880.5630. . 

860  5640... 

880.5680... 

880  5700... 

78N-1320 

880.5725.. 

880.5740.. 

880.5760  . 

lit 

880.5780  .. 

7flN-in22 

880.5800... 

...  7BN-1323 

880.5820  ... 

880.5860  .  . 

H 

880.5900„ 

880.5910.. 

880.5950... 

SuBPART  Q— General  Hospital  ano  Personal  Use  Miscellaneous  Devices 

880  6025... 

.  78N-1330 

1 

880  6050  .. 

.  78N-1332 

880.6060. 

.  76N-1333 

880.6070 

78N-1334 

1 

880.6080... 

.  7RN-133f> 

1 

880.6085 

1 

8806100.. 

...  76^^-1336 

H 

880  6140.. 

.  78N-1340 

680  6150. 

.  78N-1341 

880  6175 

.  78N-1342 

880  6185  . 

880.6190 

.  78N-1344 

8806200. 

.  78N-1345 

880.6230. 

880  6250.. 

_ 

Patient  examination  glove . 

.  78N-1347 

Federal  Register  /  Vol.  44.  No.  166  /  Friday.  August  24, 1979  /  Proposed  Rules 


49849 


Section  Device 

Docket  No. 

Clast 

6806265 

SUB848T  Q— General  Hospital  and  Personal  Use  Miscellaneous  Devices— 

1 

78N-13e3 

1 

RAO  6320  . . 

78N-1384 

tl 

880  6350  . 

7aN-1350 

1 

7eN-1351 

1 

7BN-13ee 

1 

680  6450 

7BN-1353 

1 

7SN-13S4 

II 

78N-135S 

H 

1 

880  6730 

78N-1356 

880  6740  . 

7eN-1357 

II 

1 

680.6760 

7BN-135a 

880.6775  « 

78N-1359 

II 

880  8785 . 

78N-1360 

1 

880  6800 

78N-1361 

1 

880  8890  , 

78N-1362 

*  1 

880  6850 _ 

7aN-13e3 

H 

8806860  .... 

78N-1364 

II 

880  6870 _ 

78N-1365  - 

II 

880  6880 . 

78N-1366 

II 

1 

880  8000 . 

78N-1367 

8a0  6010..„ 

78N-1366 

H 

880  6020  .... 

7eN-1369 

II 

1 

880  6060  . ... 

78N-1388 

880  6970  „ .. 

78N-1371 

880  6.080  .  . 

78N-1372 

1 

Dsvices  Considered  by  Other  Panels 

The  FDA  has  determined  that  three 
devices  that  were  reviewed  by 
classification  Panels  other  than  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  are  more 
appropriately  published  in  the  part  of 
the  Code  of  Federal  Regulations  for 
General  Hospital  and  Personal  Use 
Devices.  Therefore,  in  proposals 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register.  FDA  is  publishing  the 
recommendations  of  the  Anesthesiology 
Device  Classification  Panel  for  AC- 
powered  spinal  fluid  pressure  monitors, 
of  the  Obstetrical  and  Gynecological 
Device  Classification  Panel  for  nipple 
shields,  and  of  the  Physical  Medicine 
Device  Classification  Panel  for  cast 
covers. 

Devices  Considered  by  Two  or  More 
Panels 

Many  devices  were  reviewed  by  two 
or  more  device  classification  panels.  For 
these  devices,  FDA  will  publish  each 
panel’s  recommendations  and  a  single 
proposed  classification  regulation.  The 
following  devices  were  considered  by 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  by  other 
panels: 

1.  The  Anesthesiology  Device 
Classification  Panel  recommends  that 
temperature  monitors  (self-contained) 
be  classified  into  class  II.  The  General 


Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
liquid  crystal  forehead  fever  indicators 
be  classified  into  class  II.  The  agency 
has  determined  that  these  devices  are 
the  same.  Therefore,  the  agency  is 
proposing  a  single  regulation  classifying 
liquid  crystal  forehead  temperature 
strips  into  class  II  and  is  publishing  both 
Panel  recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

2.  The  Anesthesiology  Device 
Classification  Panel  recommends  that 
infusion  rate  monitors  be  classified  into 
class  II.  The  General  Hospital  and 
Personal  Use  Device  Classification 
Panel  recommends  that  electronic 
gravity  flow  infusion  line  monitors  be 
classified  into  class  II.  The  agency  has  . 
determined  that  these  device  s  are  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying  electronic 
monitors  for  gravity  flow  infusion 
systems  into  class  II  and  is  publishing 
both  Panel  recommendations  in  a 
proposal  appearing  elsewhere  in  this 
issue  of  the  Federal  Register. 

3.  The  Anesthesiology  Device 
Classification  Panel  recommends  that 
spinal  fluid  pressure  monitors  be 
classified  into  class  II.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
spinal  pressure  manometers  be 
classified  into  class  11.  The  agency  has 


determined  that  these  devices  are  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying  spinal 
fluid  pressure  manometers  into  class  II 
and  is  publishing  both  Panel 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

4.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel 
recommends  that  biological  sterilization 
indicators  and  physical/ chemical 
sterilization  indicators  be  classified  into 
class  II.  The  agency  has  determined  that 
these  devices  are  the  same.  Therefore, 
the  agency  is  proposing  a  single 
regulation  classifying  sterilization 
indicators  into  class  II  and  is  publishing 
the  Panel  recommendations  in  a 
proposal  appearing  elsewhere  in  this 
issue  of  the  Federal  Register. 

5.  The  General  and  Plastic  Surgery 
Device  Classification  Panel  recommends 
that  liquid  crystal  thermometers  be 
classifled  into  class  I.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
clinical  color  change  thermometers  be 
classified  into  class  II.  The  agency  has 
determined  that  these  devices  are  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying  clinical 
color  change  thermometers  into  class  II 
and  is  publishing  both  Panel 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

6.  The  Anesthesiology  Device 
Classification  Panel  recommends  that 
temperature  monitors  (with  probe)  be 
classified  into  class  II.  The  ^neral  and 
Plastic  Surgery  Device  Classification 
Panel  recommends  that  temperature 
monitors  be  classified  into  class  II.  The 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  recommends 
that  clinical  electronic  thermometers  be 
classified  into  class  II.  The  agency  has 
determined  that  these  devices  are  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying  clinical 
electronic  thermometers  into  class  II  and 
is  publishing  the  three  Panel 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

7.  The  General  and  Plastic  Surgery 
Device  Classification  Panel  recommends 
that  fluid  column  thermometers  be 
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classified  into  class  I.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
clinical  mercury  thermometers  be 
classified  into  class  II.  The  agency  has 
determined  that  these  devices  are  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying  clinical 
mercury  thermometers  into  class  II  and 
is  publishing  both  Panel 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

8.  The  Physical  Medicine  Device 
Classification  Panel  recommends  that 
manual  flotation  therapy  beds  be 
classified  into  class  I.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
silicone  mattresses  be  classifed  into 
class  I.  The  agency  has  determined  that 
these  devices  are  the  same.  Therefore, 
the  agency  is  proposing  a  single 
regulation  classifying  nonpowered 
flotation  therapy  beds  into  class  I  and  is 
publishing  both  Panel  recommendations 
in  a  proposal  appearing  elsewhere  in 
this  issue  of  the  Federal  Register. 

9.  The  Obstetric  and  Gynecological 
Device  Classification  Panel  recommends 
that  breast  binders  and  OB/GYN 
abdominal  binders  be  classified  into 
class  I.  The  General  Hospital  and 
Personal  Use  Device  Classification 
Panel  recommends  that  abdominal 
binders  and  perineal  binders  be 
classified  into  class  I.  The  agency  has 
determined  that  these  devices  are  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying 
therapeutic  medical  binders  into  class  I 
and  is  publishing  both  Panel 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

10.  The  Cardiovascular  Device 
Classification  Panel  recommends  that 
long-term  vascular  catheters  be 
classified  into  class  II.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
intravascular  catheters  and  umbilical 
artery  catheters  be  classified  into  class 

II.  The  agency  has  determined  that  these 
devices  are  the  same.  Therefore,  the 
agency  is  proposing  a  single  regulation 
classifying  intravascular  catheters  into 
class  II  and  is  publishing  both  Panel 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

11.  The  General  and  Plastic  Surgery 
Device  Classification  Panel  recommends 
that  adhesive  tapes  and  bandages  be 
classified  into  class  I.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
adhesive  strip  skin  closures  be  classified 
into  class  1.  The  agency  has  determined 


that  these  devices  are  the  same. 
Therefore,  the  agency  is  proposing  a 
single  regulation  classifying  adhesive 
tapes  and  bandages  into  class  1  and  is 
publishing  both  Panel  recommendations 
in  a  proposal  appearing  elsewhere  in 
this  issue  of  the  Federal  Register. 

12.  The  Anesthesiology  Device 
Classification  Panel  recommends  that 
manual  infusion  apparatus  be  classified 
into  class  II.  The  General  Hospital  and 
Personal  Use  Device  Classification 
Panel  recommends  that  I.V.  bag  pressure 
infusion  devices  be  classified  into  class 
II.  The  agency  has  determined  that  these 
devices  are  the  same.  Therefore,  the 
agency  is  proposing  a  single  regulation 
classifying  pressure  infusor  for  I.V.  bags 
into  class  II  and  is  publishing  both  Panel 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

13.  The  Anesthesiology  Device 
Classification  Panel  recommends  that 
transfusion  sets  be  classified  into  class 
II.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel 
recommends  that  intravascular 
administration  sets  be  classified  into 
class  II.- The  agency  has  determined  that 
these  devices  are  the  same.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
infusion  line  filters  be  classified  into 
class  I.  The  agency  has  determined  that 
this  device  is  a  component  of  the 
intravascular  administration  set. 
Therefore,  the  agency  is  proposing  a 
single  regulation  classifying 
intravascular  administration  sets  into 
class  II  and  is  publishing  both  Panel 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

14.  The  Physical  Medicine  Device 
Cla'ssification  Panel  recommends  that 
alternating  pressure  mattresses  be 
classified  into  class  II.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
alternating  pressure  air  flotation 
mattresses  be  classified  into  class  I.  The 
agency  has  determined  that  these 
devices  are  the  same.  Therefore,  the 
agency  is  proposing  a  single  regulation 
classifying  alternating  pressure  air 
flotation  mattresses  into  class  II  and  is 
publishing  both  Panel  recommendations 
in  a  proposal  appearing  elsewhere  in 
this  issue  of  the  Federal  Register. 

15.  The  Anesthesiology  Device 
Classification  Panel  recommends  that 
powered  infusion  apparatus  except 
radiographic  dye  injection  be  classified 
into  class  II.  The  Cardiovascular  Device 
Classification  Panel  recommends  that 
cardiovascular  infusion  pumps  be 
classified  into  class  II.  The  General 
Hospital  and  Personal  Use  Device 


Classification  Panel  recommends  that 
perfusion  units  and  infusion  pumps  be 
classified  into  class  II.  The  agency  has 
determined  that  these  devices  are  the 
same.  Therefere,  the  agency  is  proposing 
a  single  regulation  classifying  infusion 
pumps  into  class  II  and  is  publishing  the 
three  Panel  recommendations  in  a 
proposal  appearing  elsewhere  in  this 
issue  of  the  Federal  Register. 

16.  The  Cardiovascular  Device 
Classification  Panel  recommends  that 
medical  support  stockings  be  classified 
into  class  II.  The  General  Hospital  and 
Personal  Use  Device  Classification' 

Panel  recommends  that  elastic  stockings 
be  classified  into  class  I.  The  agency  has 
determined  that  these  devices  are  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying  medical 
support  stockings  into  class  I  and  is 
publishing  both  Panel  recommendations 
in  a  proposal  appearing  elsewhere  in 
this  issue  of  the  Federal  Register. 

17.  The  Gastroenterological  and 
Urological  Device  Classification  Panel 
recommends  that  scrotal  supports  be 
classified  into  class  11.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
scrotal  supports  be  classified  into  class 

I.  The  agency  has  determined  that  these 
devices  are  the  same.  Therefore,  the 
agency  is  proposing  a  single  regulation 
classifying  scrotal  supports  into  class  I 
and  is  publishing  both  Panel 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

18.  The  Dental  Device  Classification 
Panel  recommends  that  luer-lock  drug 
syringes  be  classified  into  class  I.  The 
Ophthalmic  Device  Classification  Panel 
recommends  that  ophthalmic  syringes 
be  classified  into  class  I.  The  Genera] 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
piston  syringes  be  classified  into  class 

II.  The  agency  has  determined  that  these 
devices  are  the  same.  Therefore,  the 
agency  is  proposing  a  single  regulation 
classifying  piston  syringes  into  class  II 
and  is  publishing  the  three  Panel 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

19.  The  Anesthesiology  Device 
Classification  Panel  recommends  that 
nasogastric  tubes  be  classified  into  class 
I.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel 
recommends  that  feeding  tubes  and 
Levine  tubes  be  classified  into  class  1. 
The  agency  has  determined  that  these 
devices  are  the  same.  Therefore,  the 
agency  is  proposing  a  single  regulation 
classifying  nasogastric  tubes  into  class  I 
and  is  publishing  both  Panel 
recommendations  in  a  proposal 
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appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

20.  The  Dental  Device  Classification 
Panel  recommends  that  cotton 
applicators  be  classified  into  class  I.  The 
General  and  Plastic  Surgery  Device 
Classification  Panel  recommends  that 
cotton/dye  applicators  be  classified  into 
class  I.  The  Gastroenterology  and 
Urology  Device  Classification  Panel 
recommends  that  gastro/urology 
applicators  be  classified  into  class  I.  The 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  recommends 
that  absorbent-tipped  applicators  be 
classified  into  class  I.  The  agency  has 
determined  that  these  devices  are  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying 
absorbent-tipped  applicators  into  class  I 
and  is  publishing  the  four  Panel 
recommendations  in  a.  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

21.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel 
recommends  that  manual  nonwheeled 
chairs,  blood  donor  chairs,  examination 
and  treatment  chairs,  and  geriatric 
chairs  be  classified  into  class  I.  The 
agency  has  determined  that  these 
devices  are  the  same.  Therefore,  the 
agency  is  proposing  a  single  regulation 
classifying  nonelectric  nonwheeled 
chairs  and  tables  into  class  I  and  is 
publishing  the  Panel  recommendations 
in  a  proposal  appearing  elsewhere  in 
this  issue  of  the  Federal  Re^ster. 

22.  The  Dental  Device  Classification 
Panel  recommends  that  tongue 
depressors  be  classified  into  class  I.  The 
General  and  Plastic  Surgery  Device 
Classification  Panel  recommends  that 
tongue  blades  be  classified  into  class  I. 
The  Ear,  Nose,  and  Throat  Device 
Classification  Panel  recommends  that 
wooden  tongue  depressors  be  classified 
into  class  I.  The  General  Hospital  and 
Personal  Use  Device  Classification 
Panel  recommends  that  tongue 
depressors  be  classified  into  class  I.  The 
agency  has  determined  that  these 
devices  are  the  same.  Therefore,  the 
agency  is  proposing  a  single  regulation 
classifying  tongue  depressors  into  class 
I  and  is  publishing  the  four  Panel 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

23.  The  Physical  Medicine  Device 
Classification  Panel  recommends  that 
heel  protectors  be  classified  into  class  I. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  recommends 
that  skin  pressure  protectors  be 
classified  into  class  I.  The  agency  has 
determined  that  these  devices  are  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying  skin 


pressure  protectors  into  class  I  and  is 
publishing  both  Panel  recommendations 
in  a  proposal  appearing  elsewhere  in 
this  issue  of  the  Federal  Register. 

24.  The  Anesthesiology  Device 
Classification  Panel  recommends  that 
the  connecting  flexible  aspirating  tubes, 
rigid  suction  tips,  and  sterile  specimen 
traps  be  classified  into  class  I.  The 
Anesthesiology  Device  Classification 
Panel  recommends  that  suction 
regulators  (with  gauge],  be  classified 
into  class  II.  The  General  Hospital  and 
Personal  Use  Device  Classification 
Panel  recommends  that  suction 
catheters  and  tips,  vacuum  collection 
bottles,  and  vacuum  regulators,  be 
classified  into  class  I.  The  General  and 
Plastic  Surgery  Device  Classification 
Panel  recommends  that  noninvasive 
tubing  be  classified  into  class  1.  The 
agency  has  determined  that  these 
devices  are  components  of  the  wall 
vacuum  powered  operating  room  suction 
apparatus,  a  device  that  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  recommended  be  classified  into 
class  II.  Therefore,  the  agency  is 
proposing  a  single  regulation  classifying 
vacuum  powered  body  fluid  suction 
apparatus  into  class  II  and  is  publishing 
the  three  Panel  recommendations  in  a 
proposal  appearing  elsewhere  in  this 
issue  of  the  Federal  Register. 

25.  The  General  and  Plastic  Surgery 
Device  Classification  Panel  recommends 
that  packs,  sterilization  wrappers,  bags 
and  accessories  be  classified  into  class 
II.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel 
recommends  that  sterilization  wraps  be 
classified  into  class  II.  The  agency  has 
determined  that  these  devices  are  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying 
sterilization  wraps  into  class  II  and  is 
publishing  both  Panel  recommendations 
in  a  proposal  appearing  elsewhere  in 
this  issue  of  the  Federal  Register. 

26.  The  Dental  Device  Classification 
Panel  recommends  that  ethylene  oxide 
gas  sterilizers  be  classified  into  class  II. 
The  General  and  Plastic  Surgery  Device 
Classification  Panel  recommends  that 
ethylene  oxide  sterilizers  be  classified 
into  class  II.  The  General  Hospital  and 
Personal  Use  Device  Classification 
Panel  recommends  that  gas  sterilizers  be 
classified  into  class  II.  The  agency  has 
determined  that  these  devices  are  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying  ethylene 
oxide  gas  sterilizers  into  class  II  and  is 
publishing  the  three  Panel 
recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

27.  The  Dental  Device  Classification 
Panel  recommends  that  autoclaves  be 


classified  into  class  II.  The  General  and 
Plastic  Surgery  Device  Classification 
Panel  recommends  that  autoclave 
sterilizers  be  classified  into  class  II.  The 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  recommends 
that  steam  sterilizers  be  classified  into 
class  II.  The  agency  has  determined  that 
these  devices  are  the  same.  Therefore, 
the  agency  is  proposing  a  single 
regulation  classifying  steam  sterilizers 
into  class  II  and  is  publishing  the  three 
Panel  recommendations  in  a  proposal 
appearing  elsewhere  in  this  issue  of  the 
Federal  Register. 

28.  The  General  and  Plastic  Surgery 
Device  Classification  Panel  recommends 
that  stretchers  be  classified  into  class  I. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  recommends 
that  hand-carried  stretchers  be 
classified  into  class  I.  The  agency  has 
determined  that  these  devices  are  the 
same.  Therefore,  the  agency  is  proposing 
a  single  regulation  classifying  hand- 
carried  stretchers  into  class  I  and  is 
publishing  both  Panel  recommendations 
in  a  proposal  appearing  elsewhere  in 
this  issue  of  the  Federal  Register. 

29.  The  Physical  Medicine  Device 
Classification  Panel  recommends  that 
mechanical  wheeled  stretchers  be 
classified  into  class  I.  The 
Anesthesiology  Devige  Classification 
Panel  recommends  that  patient  carts  be 
classified  into  class  II.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
wheeled  stretchers  be  classified  into 
class  II.  The  agency  has  determined  that 
these  devices  are  the  same.  Therefore, 
the  agency  is  proposing  a  single 
regulation  classifying  wheeled 
stretchers  into  class  II  and  is  publishing 
the  three  Panel  recommendations  in  a 
proposal  appearing  elsewhere  in  this 
issue  of  the  Federal  Register. 

30.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel  and 
other  Panels  listed  below  made 
classification  recommendations 
concerning  the  following  devices: 


Device  Other  panel 


Nasal  cannula .  Anesthesiology. 

Neonatal  ventilator  respirator .  Anesthesiology. 

Manual  pulmonary  resusciiator _  Anesthesiology. 

Neonatal  invasive  oxygen  analyzer  _  Anesthesiology. 

Oxygen  mask . Anesthesiology. 

Venturi  oxygen  mask . . . Anesthesiology. 

Mechaacal  oxygen  regulator.. _  Anesthesiology. 

Pediatric  aero^  tent .  Anesthesiology. 

Inflation  cuff .  Cardiovasctjiar. 

Aneroid  blood  pressure  manometer.  Cardiovascular. 

Mercury  blood  pressure  manometer.  Cardiovascular. 

Manual  cuff  inflating  air  pump _  Cardiovascular. 

DC-powered  stethoscope . .  Cardiovascular. 

Mechanical  stethoscope _ _  Cardiovascular. 

Invasive  neonatal  blood  pressure  Cardiovascular, 

monitor. 

Ultrasotiic/doppler  neonatal  blood  Cardiovascular, 

pressure  monitor. 

Neonatal  heart  rate  monitor . .  Cardiovascular. 
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Device  Otherpanel 


Manuel  external  oerdtac  Cerdovascular. 

compreesor. 

Powered  external  oerdtac  Oardiovascular. 

compreesor. 

Blood  lancet . . .  General  and  Plaslie 

Surgery. 

Laminat  airflow  unit . . . . .  General  and  Plastic 

Surgery. 

AC-powered  operating  room  table....  General  and  Plastic 
Surgery. 

Surgical  isolation  unit . .  General  and  Plastic 

Surgery. 

Operating  room  lamp — .  General  arxl  Plastic 

Surgery. 

Manual  operating  room  table .  General  and  Plastic 

Surgery. 

SurgKal  glove _ General  and  Plastic 

Surgery. 

Dressing . . General  and  Plastic 

Surgery. 

Operating  room  gown _ _  Gerreral  and  Plastic 

Surgery. 

Kelly  pad _ _  General  and  Plastic 

Surgery. 

Ostomy  drainage  bag.  witb  Gastroenterology  artd 

adhesive.  Urology. 

Prophylactic  (corxlom) .  Obstetrical  and 

Gynecology. 

Wheeled  geriatric  chair . . .  Phyical  MerScine. 

Sikcorte  chair  cushion . . .  Physical  Medicine. 

Chemical  cold  pack . . . .  Physical  Medicine. 

Chemical  hot  pack . . .  Physical  Medicino. 

Electric  heating  pad _ _ _  Physical  Medicine. 

Heat  lamp . .  Physical  Medicine. 

AC-powered  flotation  bed . .  Physical  Medicine. 


At  this  time,  FDA  is  not  publishing  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel’s 
recommendations  to  classify  the  devices 
listed  above.  Those  devices  reviewed  by 
the  Cardiovascular  Device 
Classification  Panel  were  proposed  for 
classiHcation  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284).  With 
respect  to  the  prophylactic  (condom), 
FDA  published  the  recommendations  of 
this  Panel  and  of  the  Obstetrical  and 
Gynecological  Device  Classification 
Panel  in  the  Federal  Register  of  April  3, 
1979  (44  FR  19894). 

The  Physical  Medicine  Device 
Classification  Panel  recommended  that 
electric  heating  pads  be  classified  as 
powered  heating  pads  and  proposed 
that  the  device  be  classified  into  class  II. 
The  Physical  Medicine  Device 
Classification  Panel  recommendation 
and  a  proposed  classification  regulation 
for  powered  heating  pads  will  publish  in 
the  Federal  Register  in  the  near  future. 
The  agency  will  publish  the  other 
recommendations  listed  above  and 
proposed  classification  regulations 
when  it  publishes  the  recommendations 
of  the  Anesthesiology  Device 
Classification  Panel,  General  and  Plastic 
Surgery  Device  Classification  Panel,  and 
Gastroenterology  and  Urology  Device 
Classification  Panel. 

Electrical  Safety 

For  many  of  the  devices  that  the  Panel 
recommends  be  classified  into  class  II 
(performance  standards),  the  only 
aspect  of  the  devices  that  needs  to  be 
addressed  by  a  performance  standard  is 


electrical  safety,  the  Panel  referred  to 
two  voluntary  electrical  safety 
standards  that  address  safety  problems 
presented  by  these  devices  (Refs.  1  and 
2). 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(HFA-305)  (address  above)  and  may  be 
seen  by  interested  persons,  from  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 

1.  Association  for  the  Advancement  of 
Medical  Instrumentation,  “American 
National  Standard:  Safe  Current  Limits  for 
Electromedical  Apparatus,"  ANSI/AAMI  SCL 
12/78,  Association  for  the  Advancement  of 
Medical  Instrumentation,  Arlington,  VA, 

1978. 

2.  Underwriters  Laboratory,  "UL  544: 
Standard  for  Medical  and  Dental  Equipment," 
Underwriters  Laboratory,  Northbrook,  IL, 

1972. 

Environmental  Impact 

The  FDA  has  carefully  considered  the 
environmental  effects  of  proposed 
§  880.1  and  of  the  proposed  general 
hospital  and  personal  use  device 
classification  regulations,  and,  because 
the  proposed  actions  will  not 
significantly  affect  the  quality  of  the 
human  environment,  FDA  has  concluded 
that  an  environmental  impact  statement 
is  not  required.  A  copy  of  the 
environmental  impact  assessment  is  on 
file  with  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  administration  (address 
above). 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513  and 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)),  and  under  authority 
delegated.to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  that  Chapter  I  of  Title  21  of  the 
Code  of  Federal  Regulations  be 
amended  by  adding  new  Part  880, 
consisting  of  Subpart  A,  to  read  as 
follows: 

PART  880— GENERAL  HOSPITAL  AND 
PERSONAL  USE  DEVICES 

Subpart  A— General  Provisions 

Sec. 

880,1  Scope. 

Authority:  Secs.  513  and  701(a).  52  Stat. 
1055,  90  Stat.  540-546  (21  U.S.C.  360c  and 
701(a)). 

Subpart  A— General  Provisions 

§  880.1  Scope. 

(a)  This  part  sets  forth  the 
classification  of  general  hospital  arid 
personal  use  devices  intended  for 
human  use. 

(b)  The  identification  of  a  device  in  a 
regulation  in  this  part  is  not  a  precise 
description  of  every  device  that  is,  or 


will  be,  subject  to  the  regulation.  A 
manufacturer  who  submits  a  premarket 
notification  submission  for  a  device 
under  Part  807  of  this  chapter  caimot 
show  merely  that  the  device  is 
accurately  described  by  the  section  title 
and  identification  provision  of  a 
regulation  in  this  part,  but  shall  state 
why  the  device  is  substantially 
equivalent  to  other  devices,  as  required 
by  §  807.87  of  this  chapter. 

(c)  To  avoid  duplicative  listings,  a 
general  hospital  and  personal  use  device 
that  has  two  or  more  types  of  uses  (e.g., 
used  both  as  a  diagnostic  device  and  as 
a  therapeutic  device)  is  listed  in  the 
subpart  representing  one  use  of  the 
device,  rather  than  in  two  or  more 
subparts. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  shall  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
the  hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

In  accordance  with  Executive  Order 
12044,  the  economic  effects  of  this 
proposal  have  been  carefully  analyzed, 
and  it  has  been  determined  that  the 
proposed  rulemaking  does  not  involve 
major  economic  consequences  as 
defined  by  that  order.  A  copy  of  the 
regulatory  analysis  assessment 
supporting  this  determination  is  on  file 
with  the  Hearing  Clerk,  Food  and  Drug 
Administration. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-28034  Filed  8-23-79;  8:45  amj 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-12681 

Medical  Devices;  Classification  of 
Liquid  Crystal  Forehead  Temperature 
Strips 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  liquid  crystal  forehead 
temperature  strips  into  class  II 
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(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
recommendation  of  the  Anesthesiology 
Device  Classification  Panel  that  the 
device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Hearing  Clerk  (HFA-305),  Food  and 
Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  20857. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTAL  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Anesthesiology  Device  Classification 
Panel,  FDA  advisory  committees,  made 
the  following  recommendations 
regarding  the  classification  of  liquid 
crystal  forehead  temperature  strips: 

1.  Identification:  A  liquid  crystal  forehead 
temperature  strip  is  a  device  applied  to  the 
forehead  that  is  used  to  indicate  the  presence 
or  absence  of  fever,  or  to  monitor  body 
temperature  changes.  The  device  displays  the 
color  changes  of  heat  sensitive  liquid  crystals 
corresponding  to  the  variation  in  the  surface 
temperature  of  the  skin.  The  liquid  crystals, 
which  are  cholesteric  esters,  are  sealed  in 
plastic.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel  identified 
this  generic  type  of  device  as  the  “forehead 
liquid  crystal  fever  indicator."  The 
Anesthesiology  Device  Classihcation  Panel 
identified  this  generic  type  of  device  as  the 
“self-contained  temperature  monitor." 

2.  -Recommended  classification:  Class  II 
(performance  standards). 

The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  recommends  that 
establishing  a  performance  standard  for  this 
device  be  a  high  priority.  The  Anesthesiology 
Device  Classification  Panel  recommends  that 


establishing  a  performance  standard  for  this 
device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  liquid  crystal  forehead 
temperature  strips  be  classified  into  class  II 
because  the  Panel  believes  that  performance 
standards  are  needed  to  assure  that  this 
device  accurately  shows  the  presence  or 
absence  of  fever.  The  Panel  believes  that  the 
accuracy  of  and  any  limitations  of  the  device 
should  be  stated  in  the  labeling. 

The  Panel  recommends  that  the  device 
labeling  warn  users  to  confirm  body 
temperature  by  using  alternative  devices  if 
there  is  any  reason  to  suspect  the  accuracy  of 
the  device’s  temperature  data.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Anesthesiology  Device 
Classification  Panel  recommends  that  the 
device  be  classified  into  class  II  because  the 
Panel  believes  that  performance  standards 
are  needed  to  assure  the  accuracy  of  the 
forehead  temperature  data  generated  by  the 
device,  especially  when  the  device  is  used  for 
the  detection  of  malignant  hyperpyrexia 
(rapid  rise  in  body  temperature  that  occurs  in 
some  patients  undergoing  general 
anesthesia). 

The  Panel  also  believes  that  matrials  used 
in  the  device  should  meet  a  biocompatibility 
standard.  The  Panel  recommends  that  the 
labeling  of  the  device  state  whether  the 
device  is  to  be  used  for  quantitative  or 
qualitative  measurement.  The  Panel  believes 
that  general  controls  would  not  provide 
sufficient  control  over  these  characteristics. 
Both  Panels  believe  that  a  performance 
standard  would  provide  reasonable 
assu:'ance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendaton  is  based:  The 
Anesthesiology  Device  Classification  Panel 
based  its  recommendation  on  presentations 
at  the  ]anuary  24, 1978  Panel  meeting  (Ref.  1). 

The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  had 
recommended  that  the  device  be  classified 
into  class  III  (premarket  approval)  at  the  May 
22-23. 1978  Panel  meeting  because  the  Panel 
was  unaware  of  any  data  correlating  the 
forehead  temperature  with  the  body  core 
temperature.  The  Panel  reconsidered  its 
recommendation  at  the  November  6, 1978 
Panel  meeting  and  recommended  that  the 
device  be  classiHed  into  class  II  (performance 
standards).  The  Panel  based  its 
recommendation  on  presentations  by  guest 
speakers  and  several  manufacturers  of  the 
device  concerning  the  use  of  liquid  crystal 
technology  for  forehead  temperature 
monitoring.  At  the  Panel  meeting,  the  Panel 
also  reviewed  several  articles  in  the 
literature.  The  information  in  the  articles 
indicates  that  forehead  temperature  changes 
correspond  to  body  core  temperature  changes 
(Refs.  2  through  4). 

5.  Risks  to  health:  (a)  Misdiagnosis  and 
inappropriate  therapy:  If  the  device  is 
inaccurate,  misdiagnosis  of  fever  or  lack  of 
fever,  or  misdiagnosis  of  malignant 


hyperpyrexia,  may  occur  and  subsequent 
inappropriate  therapy  may  result,  (b)  Skin  or 
eye  irritation:  The  chemicals  in  the  device 
may  cause  skin  or  eye  irritation  in  the 
patient. 

Proposed  Classincation 

The  agency  agrees  with  the 
recommendation  of  both  Panels  and  is 
proposing  that  liquid  crystal  forehead 
temperature  strips  be  classified  into 
class  II  (performance  standards). 
However,  FDA  is  concerned  that  the 
room  environment  and  the  physical 
condition  of  the  patient  can  affect  the 
patient’s  forehead  temperature  and  thus 
the  effectiveness  of  the  device.  The 
clinical  trials  for  one  of  these  devices 
shows  that  the  forehead  temperature  is 
significantly  lower  than  the  body  core 
temperature  (Ref.  3).  These  trials  also 
show  that  the  temperature  difference 
varies  from  patient  to  patient  and  the 
average  temperature  difference  is  from 
3“  to  8°  F.  Because  the  normal  forehead 
temperature  varies  from  patient  to 
patient  and  because  the  forehead 
temperature  can  be  affected  by  external 
factors,  FDA  is  concerned  about 
possible  false  negative  data  (where  the 
patient  has  a  fever  but  the  device 
indicates  that  the  patient's  temperature 
is  normal)  generated  by  the  device.  FDA 
is  also  concerned  about  whether 
adequate  labeling  can  be  written  for  use 
of  the  device  by  the  lay  public.  The 
agency  is  not  at  this  time  requiring  any 
mandatory  labeling  for  the  device;  it  will 
consider  the  appropriateness  of  such 
labeling  when  additional  information  is 
obtained.  The  agency  believes  that  the 
concerns  expressed  above  can 
adequately  be  controlled  through  a 
performance  standard  and  appropriate 
labeling.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  contols 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

FDA  has  reviewed  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  for  “forehead  liquid  crystal  fever 
indicators"  and  the  recommendation  of 
the  Anesthesiology  Device 
Classification  Panel  for  “self-contained 
temperature  monitors,"  and  has 
concluded  that  this  generic  device 
should  be  named  “liquid  crystal 
forehead  temperature  strip"  and  be 
published  in  the  part  of  the  Code  of 
Federal  Regulations  for  general  hospital 
and  personal  use  devices. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  by  adding 
new  Subpart  C  and  §  880.2200.  to  read 
as  follows: 

Subpart  C— General  Hospital  and 
Personal  Use  Monitoring  Devices 

§  880.2200  Liquid  crystal  forehead 
temperature  strip. 

(a)  Identification.  A  liquid  crystal 
forehead  temperature  strip  is  a  device 
applied  to  the  forehead  that  is  used  to 
indicate  the  presence  or  absence  of 
fever,  or  to  monitor  body  temperature 
changes.  The  device  displays  the  color 
changes  of  heat  sensitive  liquid  crystals 
corresponding  to  the  variation  in  the 
surface  temperature  of  the  skin.  The 
liquid  crystals,  which  are  cholesteric 
esters,  are  sealed  in  plastic. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23. 1979.  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration.  Rm.  4-65,  5600  Fishers 
Lane,  Rockville.  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 


Dated:  August  9, 1979. 

William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

iFR  Doc.  79-26035  Filed  9-23-79  8  45  am] 
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121  CFR  Part  880] 

[Docket  No.  78N-12691 

Medical  Devices;  Classification  of  Bed- 
Patient  Monitors 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  bed-patient  monitors  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  W'elfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  bed-patient  monitors: 

1.  Identification:  A  bed  patient  monitor  is  a 
battery-powered  device  placed  under  a 
mattress  and  used  to  indicate  by  an  alarm  or 
other  signal  when  a  patient  attempts  to  leave 
the  bed. 


2.  Recommended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
bed-patient  monitors  be  classified  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  believes  that  the 
requirements  of  the  good  manufacturing 
practice  regulation  under  section  520(f)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360j(f))  and  the  misbranding  provisions 
under  section  502  of  the  act  (21  U.S.C.  352) 
are  sufficient  to  assure  the  reliability  of  the 
alarm  and  thus  reduce  the  risk  of  patient 
injury. 

4.  Summary  of  data  on  which  the 
recommendabon  is  based:  The  Panel  based 
its  recommendation  upon  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device.  The  Panel  had 
recommended  at  the  March  2-3, 1978  Panel 
meeting  that  the  device  be  classified  into 
class  II  (performance  standards)  because  the 
Panel  believed  that  performance  standards 
are  needed  to  assure  the  reliability  of  the 
alarm.  The  Panel  changed  its 
recommendation  at  the  November  6, 1978 
Panel  meeting  and  recommended  that  the 
device  be  classified  into  class  I  (general 
controls)  with  no  exemptions  because  the 
agency  informed  the  Panel  that  general 
controls,  specifically  the  good  manufacturing 
practice  (CMP)  regulation  under  section 
520(f)  of  the  act  (21  U.S.C.  360j(f))  and 
misbranding  provisions  under  section  502  of 
the  act  (21  U.S.C.  352),  were  sufficient  to 
assure  the  reliability  of  the  alarm. 

5.  Risks  to  health:  Patient  injury:  Failure  of 
the  alarm  system  to  alert  attendant  personnel 
that  the  patient  is  attempting  to  leave  the  bed 
could  allow  the  patient  to  be  in  a  hazardous 
situation  and  suffer  an  injury. 

Proposed  Classincation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
bed-patient  monitors  be  classified  into 
class  I  (general  controls)  with  no 
exemptions.  The  agency  believes  that 
general  controls  are  sufficient  to  control 
the  risks  to  health.  The  agency  believes 
that  the  requirements  of  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  360j(f))  and 
the  misbranding  provisions  under 
section  502  of  the  act  (21  U.S.C.  352)  are 
sufficient  to  assure  the  reliability  of  the 
alarm.  The  good  manufacturing 
provision  regulation  was  published  in 
the  Federal  Register  of  July  21, 1978  (43 
FR  31508).  The  agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 


Federal  Register  /  Vol.  44,  No.  166  /  Friday,  August  24,  1979  /  Proposed  Rules 


49855 


Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  C 
by  adding  new  §  880.2400,  to  read  as 
follows: 

§  880.2400  Bed-patient  monitor. 

(a)  Identification.  A  bed-patient 
monitor  is  a  battery-powered  device 
placed  imder  a  mattress  and  used  to  * 
indicate  by  an  alarm  or  other  signal 
when  a  patient  attempts  to  leave  the 
bed. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk 
document  number  found  in  brackets  in 
the  heading  of  this  document.  Received 
comments  may  be  seen  in  the  above 
office  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  f fairs. 

|FR  Doc.  7»-26036  Filed  8-23-79;  8;45  am] 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-12701 

Medical  Devices;  Classification  of 
Electronic  Monitors  for  Gravity  Flow 
Infusion  Systems 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  electronic  monitors  for 
gravity  flow  infusion  systems  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
recommendation  of  the  Anesthesiology 
Device  Classification  Panel  that  this 
device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 


dates:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  ^e  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane.  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Anesthesiology  Device  Classification 
Panel,  FDA  advisory  committees,  made 
the  following  recommendation  regarding 
the  classification  of  electronic  monitors 
for  gravity  flow  infusion  systems: 

1.  Identihcation:  An  electronic  monitor  for 
gravity  flow  infusion  systems  is  a  device  used 
to  monitor  the  amount  of  fluid  being  infused 
into  a  patient.  The  device  consists  of  an 
electronic  transducer  and  equipment  for 
signal  ampliflcation,  conditioning,  and 
display.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel  identified 
this  generic  type  of  device  under  the  name 
"electronic  gravity  flow  infusion  line 
monitor."  The  Anesthesiology  Device 
Classification  Panel  considered  this  generic 
type  of  device  under  the  name  "infusion  rate 
monitor.” 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
establishing  a  performance  standard  for  this 
device  be  a  medium  priority.  The 
Anesthesiology  Device  Classification  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  electronic  monitors  for 
gravity  flow  infusion  systems  be  classified 
into  class  II  because  the  Panel  believes  that 
the  electrical  properties  of  the  device  must  be 
controlled  through  an  electrical  safety 
standard.  The  Panel  also  believes  that 
performance  standards  are  needed  for  this 
device  to  assure  the  accurate  monitoring  of 
parenterally  administered  fluids.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Anesthesiology  Device 
Classification  Panel  recommends  that  this 
device  be  classifled  into  class  II  because  the 
Panel  believes  that  the  device  must  be 


accurate  and  must  not  generate  incorrect 
data  that  may  lead  to  inappropriate  therapy. 
Performance  characteristics  including  the 
accuracy  and  any  limitations  of  the  device's 
function  should  be  maintained  at  a  generally 
accepted  satisfactory  level  and  should  be 
made  known  to  the  user  through  labeling. 
Materials  used  in  the  fluid  pathway  of  the 
device  should  meet  a  generally  accepted 
satisfactory  level  of  tissue  and/or  blood 
compatibility  and  be  of  such  a  nature  that 
toxic  substances  will  not  be  leached  out  in 
the  infused  fluids.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  these  characteristics.  Both 
Panels  believe  that  a  performance  standard 
would  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device  and 
that  there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  and  the  Anesthesiology 
Device  Classification  Panel  based  their 
recommendations  upon  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Inappropriate 
therapy:  Inaccuracy  of  the  device  may  result 
in  the  generation  of  inaccurate  data  that  may 
lead  to  inappropriate  therapy.  Inaccurate 
administration  data  may  allow  unsafe  levels 
of  drugs  to  be  administered,  (b)  Electrical 
shock:  Improper  device  design  and 
construction  or  device  malfunction  could 
result  in  an  electrical  shock,  (c)  Toxic 
reaction:  If  any  material  in  the  device  leaches 
into  the  intravenous  fluid,  a  toxic  reaction 
may  occur. 

Proposed  Classification 

FDA  agrees  with  the  Panels’ 
recommendations  and  is  proposing  that 
electronic  monitors  for  gravity  flow 
infusion  systems  be  classified  into  class 
II  (performance  standards).  The  agency 
has  reviewed  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  for 
“electronic  gravity  flow  infusion  line 
monitors’’  and  the  recommendation  of 
the  Anesthesiology  Device 
Classification  Panel  for  “infusion  rate 
monitors’’  and  has.concluded  that  it  is 
more  appropriate  for  the  device  to  be 
named  “electronic  monitor  for  gravity 
flow  infusion  systems”  and  to  be 
published  in  the  part  of  the  Code  of 
Federal  Regulations  for  general  hospital 
and  personal  use  devices.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
this  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  standard  for  this  device. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  C 
by  adding  new  §  880.2420,  to  read  as 
follows: 

§  880.2420  Electronic  monitor  for  gravity 
flow  infusion  systems. 

(a)  Identification.  An  electronic 
monitor  for  gravity  flow  infusion 
systems  is  a  device  used  to  monitor  the 
amount  of  fluid  being  infused  into  a 
patient.  The  device  consists  of  an 
electronic  transducer  and  equipment  for 
signal  amplification,  conditioning,  and 
display. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
.■Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk 
document  number  found  in  brackets  in 
the  beading  of  this  document.  Received 
comments  may  be  seen  in  the  above 
office  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated;  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26037  Filed  8-23-79  8:45  rfm| 

SILLING  CODE.  4110-03-W 


121  CFR  Part  880] 

IDocket  No.  78N-1271] 

Medical  Devices;  Classification  of 
Neonatal  Ventilatory  Effort  Monitors 
(Apnea  Detectors) 

agency:  Food  and  Drug  Administration. 
action;  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  neonatal  ventilatory  effort 
monitors  (apnea  detectors)  into  class  II 
{performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  11 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 


the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  Ae  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane.  Rockville.  MD  . 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  neonatal  ventilatory 
effort  monitors  (apnea  detectors): 

1.  Identification:  A  neonatal  ventilatory 
effort  monitor  (apnea  detector)  is  a  device 
that  monitors  the  ventilatory  efforts  (body 
movements  necessary  to  move  or  attempt  to 
move  air  in  and  out  of  the  lungs)  of  an  infant 
by  means  of  a  motion  sensitive  transducer,  a 
change  of  thoracic  impedance,  or  other 
suitable  means.  An  abnormal  pause  in 
breaking  efforts  (interpreted  as  apnea)  or  a 
departure  from  a  set  rate  of  breathing  efforts 
may  be  detected  by  the  device,  which  then 
activates  an  alarm.  The  device  may  include 
movement  transducers,  thoracic  impedance 
electrodes,  and  electronic  signal 
amplification,  conditioning,  and  display 
equipment.  The  Panel  identified  this  generic 
type  of  device  under  the  name  "nursery 
apnea /respiration  monitor." 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panei 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recom.mends  that 
neonatal  ventilatory’  effort  monitors  (apnea 
defectors)  be  classified  into  class  !1  because 
the  Panel  believes  a  performance  standard  is 
necessary  for  this  device  to  control  the 
electrical  energy  output  properties  of  the 
impedance  ty'pe  of  monitor,  to  assure  the 
accurate  determination  of  the  respiration 
rate,  and  to  assure  that  an  abnormal  change 
in  the  breathing  effort  rate  is  detected  and 
not  masked  by  other  physiological  signs,  such 
as  those  from  cardiac  activity.  The  Panel 
believes  that  general  controls  would  not 


provide  sufficient  control  over  these 
characteristics.  Although  the  device  is 
potentially  hazardous  to  health  if  it  fails,  the 
Panel  believes  that  a  performance  standard 
would  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device  and 
that  there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance.  The  Panel  recommends  that  the 
device  have  an  indicator  or  an  alarm  that  will 
notify  the  user  if  the  sensor  becomes 
dislodged.  The  Panel  also  recommends  that 
the  number  of  false  alarms  associated  with 
the  use  of  this  device  be  minimized  by  a 
suitable  design.  The  Panel  recommends  that 
the  labeling  contain  specific  infoimation  for 
the  use  of  this  device  with  infants  and  a 
warning  of  the  limitations  of  this  device.  The 
Panel  recommends  that  other  monitors,  such 
as  cardiac  monitors,  be  used  in  conjunction 
with  this  advice. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device.  The  Panel  also 
reviewed  the  final  report  of  the  Emergency 
Care  Research  Institute  concerning  the 
hazards  associated  with  this  device  (Ref.  1). 

5.  Ri.sks  to  health;  (a)  Infant  death:  Poor 
device  design,  construction,  or  device 
malfunction  may  lead  to  the  failure  of  the 
device  to  delect  an  abnormal  pause  in 
ventilatory  efforts  (apnea),  which  could  result 
in  infant  death,  (b)  Electrical  shock:  Improper 
device  design  and  construction  or  device 
malfunction  could  result  in  an  electrical 
shock,  (c)  Inappropriate  therapy: 
Inappropriate  therapy  may  result  if  the 
device  is  not  accurate  in  determining  the 
breathing  rate. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
neonatal  ventilatory  effort  monitors 
(apnea  detectors]  be  classified  into  ciass 
II  (performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  thal 
there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above]  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  “An  Investigation  to  Determine  the  Risks 
and  Hazards  Associated  With  Apnea 
Monitors,"  Final  Report  of  the  Emergency 
Care  Research  Institute,  ECRI 410-276, 
Emergency  Care  Research  Institute,  Plymouth 
Meeting,  PA.  July  1978. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  C 
by  adding  new  |  880.2440,  to  read  as 
follows: 

§  880.2440  Neonatal  ventilatory  effort 
monitor  (apnea  detector). 

(a)  Identification.  A  neonatal 
ventilatory  effort  monitor  (apnea 
detector)  is  a  device  that  monitors  the 
ventilatory  efforts  (body  movements 
necessary  to  move  or  attempt  to  move 
air  in  and  out  of  the  lungs)  of  an  infant 
by  means  of  a  motion  sensitive 
transducer,  a  change  of  thoracic 
impedance,  or  other  suitable  means.  An 
abnormal  pause  in  breathing  efforts 
(interpreted  as  apnea)  or  a  departure 
from  a  set  rate  of  breathing  efforts  may 
be  detected  by  the  device,  which  then 
activates  an  alarm.  The  device  may 
include  movement  transducers,  thoracic 
impedance  electrodes,  and  electronic 
signal  amplification,  conditioning,  and 
display  equipment. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  August  15, 1979. 

William  F.  Randolph 

Acting  Associvte  Commissioner  for 
Regulatory  A ffoirs. 

IFR  Doc.  79-26038  Filed  8-23-79;  8;45  amj 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1272] 

Medical  Devices;  Classification  of  AC* 
Powered  Spinal  Fluid  Pressure 
Monitors 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  AC-powered  spinal  fluid 


pressure  monitors  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Anesthesiology  Device  Classification 
Panel  that  the  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Anesthesiology  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  AC-powered  spinal 
fluid  pressure  monitors: 

1.  Identification:  An  AC-powered  spinal 
fluid  pressure  monitor  is  an  electrically 
powered  device  used  to  measure  the  spinal 
fluid  pressure  by  use  of  a  transducer,  which 
converts  the  spinal  fluid  pressure  into  an 
electrical  signal.  The  device  includes  signal 
amplification,  conditioning  and  display 
equipment. 

2.  Recommended  classification;  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
AC-powered  spinal  fluid  pressure  monitors 
be  classified  into  class  II  because  the  Panel 
believes  that  the  electrical  properties  of  the 
device  must  be  controlled  through  an 
electrical  safety  standard.  The  Panel  believes 
that  a  performance  standard  is  needed  to 
ensure  that  the  materials  used  in  the 
transducer  are  biocompatible.  The  Panel 
believes  that  the  transducer  must  be 
sterilizable  to  reduce  the  risk  of  infection. 

The  Panel  also  believes  that  a  performance 


standard  must  ensure  that  the  device  is 
accurate  to  prevent  generation  of  erroneous 
data  which  might  lead  to  inappropriate 
therapy.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel  believes 
that  a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Improper  device  design  and  construction  or 
device  malfunction  could  result  in  an 
electrical  shock,  (b)  Infection:  If  the  device  is 
unable  to  be  sterilized  because  of  poor  design 
or  inappropriate  materials,  it  may  introduce 
microorganisms  that  could  cause  infection  in 
the  patient,  (c)  Inappropriate  therapy: 
Inaccuracy  of  the  device  may  result  in  the 
generation  of  incorrect  data  that  may  lead  to 
inappropriate  therapy,  (d)  Adverse  tissue 
reaction:  Certain  materials  in  the  device  may 
not  be  compatible  with  living  tissue  or  body 
fluids  and  could  cause  an  adverse  tissue 
reaction. 

Proposed  Classification 

FDA  agrees  with  the  recommendation 
of  the  Anesthesiology  Device 
Classification  Panel  and  is  proposing 
that  AC-powered  spinal  fluid  pressure 
monitors  be  classified  into  class  11 
(performance  standards).  The  agency 
has  concluded  that  this  device  should  be 
published  in  the  part  of  the  Code  of 
Federal  Regulations  for  general  hospital 
and  personal  use  devices.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
this  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  standard  for  this  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  C 
by  adding  new  §  880.2460,  to  read  as 
follows: 

§  880.2460  AC-powered  spinal  fluid 
pressure  monitor. 

(a)  Identification.  An  AC-powered 
spinal  fluid  pressure  monitor  is  an 
electrically  powered  device  used  to 
measure  the  spinal  fluid  pressure  by  the 
use  of  a  transducer,  which  converts 
spinal  fluid  pressure  into  an  electrical 
signal.  The  device  includes  signal 
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amplification,  conditioning,  and  display 
equipment. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may.  on  or  before 
October  23, 1979.  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

i  Dated:  August  9, 1979- 
Wiliiam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  7S-26039  Filed  8-23-79,  8:45  amj 
BILUNQ  CODE  4110-03-M 


(21  CFR  Part  880) 

(Docket  No.  78N-1273] 

Medical  Devices;  Classification  of 
Spinal  RukI  Pressure  Manometers 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  spinal  fluid  pressure 
manometers  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  and  the  recommendation  of  the 
Anesthesiology  Device  Classification 
Panel  that  the  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  efTective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville.  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTAL  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Anesthesiology  Device  Classification 
Panel,  FDA  advisory  committees,  made 
the  following  recommendations 
regarding  the  classification  of  spinal 
fluid  pressure  manometers: 

1.  Identification:  A  spinal  fluid  manometer 
is  a  device  used  to  measure  the  spinal  fluid 
pressure.  The  device  uses  a  hollow  needle, 
which  is  inserted  into  the  spinal  column  fluid 
space,  to  connect  the  spinal  fluid  to  a 
graduated  column  so  that  the  pressure  can  be 
measured  by  reading  the  height  of  the  fluid. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  identified  this 
generic  type  of  device  as  “spinal  pressure 
manometer.”  The  Anesthesiology  Device 
Classification  Panel  identified  this  generic 
type  of  device  as  “spinal  fluid  pressure 
monitor." 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  General 
Hospital  and  Personal  Use  Devtoe 
Classification  Panel  and  the  Anesthesiology 
Device  Classification  Panel  recommend  that 
establishing  a  performance  standard  for  this 
device  be  a  low  priority. 

'  3.  Summary  of  reasons  for 
recommendation:  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel  and 
the  Anesthesiology  Device  Classification 
Panel  recommend  that  spinal  fluid  pressure 
manometers  be  classified  into  class  II 
because  the  Panels  believe  that  the  accuracy 
of  the  device  must  be  controlled  to  assure 
that  the  device  correctly  displays  the 
patient's  spinal  fluid  pressure.  The  Panels 
also  believe  that  a  biocompatibility  standard 
is  needed  for  materials  used  in  the  device  to 
avoid  an  adverse  tissue  reaction.  The  Panels 
believe  that  the  device  must  be  sterilizable  to 
reduce  the  risk  of  infection.  The  Panels 
believe  that  general  controls  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panels  believe  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  piovide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  Both  Panels  based 
their  recommendations  on  the  Panel 
members'  personal  knowledge  of,  and  clinical 
experience  with,  the  device.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  had  recommended  at  the 
February  7-8. 1977  Panel  meeting  that  the 


device  be  classified  into  class  1  (general 
controls).  The  Panel  reconsidered  its 
recommendation  at  the  November  6, 1978 
Panel  meeting  and,  upon  review  of  the 
Anesthesiology  Device  Classification  Panel 
recommendation,  recommended  that  the 
device  be  classified  into  class  II  (performance 
standards)  because  the  Panel  believes  that  a 
standard  is  needed  to  assure  the  accuracy 
and  biocompatibility  of  the  device, 

5.  Risks  to  health:  (a)  Infection:  If  the 
device  is  unable  to  be  sterilized  because  of 
poor  design  or  inappropriate  materials,  it  may 
introduce  microorganisms  that  could  cause 
infection  in  the  patient,  (b)  Inappropriate 
therapy:  Generation  of  inaccurate  spinal  fluid 
pressure  data  may  lead  to  inappropriate 
therapy,  (c)  Adverse  tissue  reaction;  Certain 
materials  in  the  device  may  not  be 
compatible  with  living  tissue  or  body  fluids 
and  could  cause  an  adverse  tissue  reaction. 

Proposed  Classification 

FDA  agrees  with  the  recommendation 
of  the  General  Hospital  and  Personal 
Use  Device  Classification  Panel  and  the 
recommendation  of  the  Anesthesiology 
Device  Classification  Panel  and  is 
proposing  that  spinal  fluid  pressure 
manometers  be  classified  into  class  II 
(performance  standards).  TTie  agency 
has  reviewed  the  recommendations  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Pa»el  for  spizval 
pressure  manometers  and  fee 
Anesthesiology  Device  Gassifmation 
Panel  for  spinal  fluid  pressure  mooitaro, 
and  has  concluded  that  it  would  be  more 
appropriate  for  the  generic  device  to  be 
named  “spinal  fluid  pressure 
manometer”  and  published  in  the  part  of 
the  Code  of  Federal  Regulations  for 
general  hospital  and  personal  use 
devices.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  The 
agency  believes  that  the  accuracy  and 
reproductibility  of  the  spinal  fluid 
pressure  data  generated  by  the  device 
must  be  controlled  through  a 
performance  standard  to  avoid  possible 
inappropriate  therapy.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  for 
this  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  C 
by  adding  new  §  880.2500,  to  read  as 
follows: 
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§  880.2500  Spinal  fluid  pressure 
manometer. 

(a)  Identification.  A  spinal  fluid 
pressure  manometer  is  a  device  used  to 
measure  spinal  fluid  pressure.  The 
device  uses  a  hollow  needle,  which  is 
inserted  into  the  spinal  column  fluid 
space,  to  connect  the  spinal  fluid  to  a 
graduated  column  so  that  the  pressure 
can  be  measured  by  reading  the  height 
of  the  fluid. 

(b)  Classification.  Class  I 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk 
document  number  found  in  brackets  in 
the  heading  of  this  document.  Received 
comments  may  be  seen  in  the  above 
Office  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  7»-26040  Filed  8-23-79;  8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1274] 

Medical  Devices;  Classification  of 
Stand-On  Patient  Scales 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  stand-on  patient  scales  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 
It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 


ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  stand-on  patient  scales; 

1.  Identihcation:  A  stand-on  patient  scale  is 
a  device  used  to  weigh  a  patient  who  is  able 
to  stand  on  the  scale  platform.  The  Panel 
identified  this  generic  type  of  device  under 
the  name  “body  weight  scale". 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  regulations  under  section  510(k) 
of  the  Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360(k])  and  from  the  good 
manufacturing  practice  (GMP)  regulation 
under  section  520(f]  of  the  act  (21  U.S.C. 
360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
stand-on  patient  scales  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
premarket  notification  regulations  under 
section  510(k)  of  the  act  because  the  Panel 
believes  that  FDA  does  not  need  to  receive 
premarket  notification  of  a  manufacturer’s 
intent  to  market  this  simple  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
the  GMP  regulation  under  section  520(f)  of 
the  act  because  the  Panel  believes  that  the 
quality  of  the  device  is  easily  discernible  and 
that  defects  are  readily  apparent  to  the  user. 
In  addition,  the  Panel  recommends  that  the 
labeling  state  the  accuracy  of  the  device  and 
how  frequently  the  device  should  be 
recalibrated. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
the  stand-on  patient  scale  be  classified 
into  class  I  (general  controls).  The 


agency  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
stand-on  patient  scale  be  exempt  from 
section  510  of  the  act,  FDA  is  proposing 
that  these  manufacturers  be  subject  to 
registration  and  device  listing  under 
section  510  (a)  through  (j)  of  the  act,  but 
exempt  from  premarket  notification 
under  section  510(k)  of  the  act  and 
Subpart  E  of  Part  807  of  the  regulations. 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a  stand- 
on  patient  scale,  the  agency  cannot 
make  the  required  finding.  To  protect 
the  public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  stand-on 
patient  scale.  The  agency  does  not,  at 
this  time,  anticipate  that  premarket 
approval  will  be  required  for  this  device. 
The  agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
stand-on  patient  scale  be  exempt  from 
the  device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  stand-on  patient 
scale  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
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manufacturers  of  a  stand-on  patient 
scale  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  compliants 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  C 
by  adding  new  §  880.2700,  to  read  as 
follows: 

§  880.2700  Stand-on  patient  scale. 

(a)  Identification.  A  stand-on  patient 
scale  is  a  device  used  to  weigh  a  patient 
who  is  able  to  stand  on  the  scale 
platform. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notiHcation  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complain  Hies. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Reguiotory  Affairs. 

[FR  Doc.  79-26041  Filed  8-23-79;  8:45  am) 

BiUiNG  CODE  4110-03-M 


(21  CFR  Part  880] 

(Docket  No.  78N-1275] 

Medical  Devices;  Classification  of 
Patient  Scales 

agency:  Food  and  Drug  Administration. 


action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  mechanical  patient  scales 
into  class  I  (general  controls)  and  AC- 
powered  patient  scales  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  these 
devices  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  devices.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Conunents  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  ^e  date  of  its  publication 
in  the  Federal  Register. 

address:  Written  comments  to  the 
ofHce  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  i- 
65, 5600  Fishers  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lilian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  patient  scales: 

1.  Identihcation:  A  patient  scale  is  a  device 
used  to  measure  the  weight  of  a  patient  who 
cannot  stand  on  a  scale,  this  generic  device 
includes  devices  placed  under  a  bed  or  chair 
to  weigh  both  the  support  and  the  patient, 
devices  where  the  patient  is  lifted  by  a  sling 
from  a  bed  to  be  weighed,  and  devices  where 
the  patient  is  placed  on  the  scale  platform  to 
be  weighed.  The  device  may  operate 
mechanically  or  it  may  be  AC-powered  and 
may  include  transducers,  electronic  signal 
amplification,  conditioning  and  display 
equipment 


2.  Recommended  classification;  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions  for  these 
devices. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
patient  scales  be  classified  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  devices.  The  Panel  also  recommends  that 
the  labeling  of  the  devices  state  the  accuracy 
of  the  devices,  and  how  frequently  the 
devices  should  be  recalibrated. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  upon  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  devices. 

5.  Risks  to  health:  (a)  PaUent  injury:  If  the 
sling  or  lifting  mechanism  is  defecitve,  the 
patient  could  be  dropped  and  injured,  (b) 
Inappropriate  therapy:  If  the  device  is 
inaccurate,  inappropriate  therapy  could  be 
administered  to  the  patient,  (c)  Qectrical 
shock:  If  the  AC-powered  patient  scales  is 
not  designed  or  constructed  properly  or  if  it 
malfunctions,  users  can  receive  an  electrical 
shock. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  as  it  applies  to 
mechanical  patient  scales  and  is 
proposing  that  mechanical  patient  sclaes 
be  classified  into  class  I  (general 
controls)  with  no  exemptions.  FDA 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  mechanical  patient 
scales.  However,  the  agency  believes 
that  a  performance  standard  is 
necessary  for  AC-powered  patient 
scales  because  the  electrical  properties 
of  the  device  must  be  controlled  through 
an  electrical  safety  standard.  Therefore, 
the  agency  is  proposing  that  AC- 
powered  patient  scales  be  classified  into 
class  II  (performance  standards).  *1116 
agency  believes  that  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  AC-powered 
device.  A  performance  standard  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  AC- 
powered  device.  The  agency  also 
believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  the  AC-powered  patient 
scale. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5,1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  C 
by  adding  new  §  880.2720,  to  read  as 
follows: 
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S  880.2720  Patient  scale. 

(a)  Identification.  A  patient  scale  is  a 
device  used  to  measure  the  weight  of  a 
patient  who  cannot  stand  on  a  scale. 

This  generic  device  includes  devices 
placed  under  a  bed  or  chair  to  weigh 
both  the  support  and  the  patient, 
devices  where  the  patient  is  lifted  by  a 
sling  from  a  bed  to  be  weighed,  and 
devices  where  the  patient  is  placed  on 
the  scale  platform  to  be  weighed.  The 
device  may  operate  mechanically  or  it 
may  be  AC-powered  and  may  include 
transducers,  electronic  signal 
amplification,  conditioning  and  display 
equipment. 

(bj  Classification.  (1)  Class  I  (general 
controls)  for  a  mechanical  patient  scale. 

(2)  Class  II  (performance  standards) 
for  an  AC-powered  patient  scale. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  78-26(MZ  Filed  »-23-79:  «4S  am| 

BH.UNO  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1276i 

Medical  Devices;  Classification  of 
Surgical  Sponge  Scales 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  surgical  sponge  scales  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
efiect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 


actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301^27- 
7555, 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  surgical  sponge  scales: 

1.  Identification:  A  surgical  sponge  scale  is 
a  nonelectrically  powered  device  used  to 
weigh  surgical  sponges  that  have  been  used 
to  absorb  blood  during  surgery  so  that,  by 
comparison  with  the  known  diry  weight  of  the 
sponges,  an  estimate  may  be  made  of  the 
blood  lost  by  a  patient  during  surgery.  The 
Panel  identihed  this  generic  type  of  device 
under  the  name  “sponge  scale.” 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  regulations  under  section  510(k) 
of  the  Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360(k))  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
surgical  sponge  scales  be  classified  into  class 
1  because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  this 
device  be  exempt  from  premarket  notification 
under  section  510{k)  of  the  act  because  the 
Panel  believes  the  FDA  does  not  need  to 
receive  premarket  notification  of  a 
manufacturer's  intent  to  market  this  simple 
device.  The  Panel  recommends  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  that  defects  are  readily 
apparent  to  the  user.  The  Panel  recommends 
that  information  regarding  the  accuracy  of 
the  device  be  included  in  the  labeling. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  upon  the  Panel  members’ 


personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
surgical  sponge  scales  be  classified  into 
class  1  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of  a 
surgical  sponge  scale  be  exempt  from 
section  510  of  the  act,  FDA  is  proposing 
that  these  manufacturers  be  subject  to 
registration  and  device  listing  under 
section  510  (a)  through  (j)  of  the  act,  but 
exempt  from  premarket  notification 
under  section  510(k)  of  the  act  and 
Subpart  E  of  Part  807  of  the  regulations. 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a 
surgical  sponge  scale,  the  agency  cannot 
make  the  required  finding.  To  protect 
the  public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  ofjhe  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  surgical 
sponge  scale.  The  agency  does  not  at 
this  time  anticipate  that  premarket 
approval  will  be  required  for  this  device. 
Tlie  agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  .device. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of  a 
surgical  sponge  scale  be  exempt  fi-om 
the  device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act.  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
CMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
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The  agency  believes,  however,  that 
manufacturers  of  a  surgical  sponge  scale 
must  still  be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of  a 
surgical  sponge  scale  must  still  be 
required  to  comply  with  the  general 
requirements  concerning  records  in 
§  820.180  to  ensure  that  FDA  has  access 
to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulations  is  still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  subpart  C 
by  adding  new  §  880.2740,  to  read  as 
follows: 

§  880.2740  Surgical  sponge  scale. 

(a)  Identification.  A  surgical  sponge 
scale  is  a  nonelectrically  powered 
device  used  to  weigh  surgical  sponges 
that  have  been  used  to  absorb  blood 
during  surgery  so  that,  by  comparison 
with  the  known  dry  weight  of  the 
sponges,  an  estimate  may  be  made  of 
the  blood  lost  by  a  patient  during 
surgery. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23. 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 


Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26043  Filed  9-23-79;  8  45  am) 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1277] 

Medical  Devices;  Classification  of 
Sterilization  Indicators 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  sterilization  indicators  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  ^ 
65,  5600  Fishers  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT*. 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Reconunendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  ^n  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  sterilization  indicators: 

1.  Identification;  A  sterilization  indicator  is 
a  device  used  to  show  by  visible  or 
measurable  evidence  that  a  treated  medical 
product  was  sufficiently  exposed  to  a 


sterilization  agent  to  allow  the  user  to 
assume  that  the  product  is  sterile.  The  Panel 
identified  this  generic  type  of  device  under 
the  names  "biological  sterilization  indicator” 
and  “physical/chemical  sterilization 
indicator". 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
sterilization  indicators  be  classified  into  class 
II  because  the  Panel  believes  that  the 
accuracy  and  effectiveness  of  the  device 
must  be  controlled  through  a  standard.  The 
Panel  believes  that  general  controls  would 
not  provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance.  The  Panel  also 
recommends  that  the  labeling  of  the  device 
include  explicit  instructions  for  use  and 
include  a  description  of  any  performance 
limitations. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  upon  the  Panel  members’ 
personal  knowledge  of,  and  cfinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Infection:  If  the 
sterilization  indicator  shows  that  sterility 
was  achieved  before  the  product  has  been 
exposed  sufficiently  to  the  sterilization  agent 
to  ensure  sterility,  a  nonsterile  product  may 
be  used  in  treating  a  patient,  causing  an 
infection,  (b)  Adverse  effect  to  patient  from  a 
deteriorated  product:  If  the  sterilization 
indicator  does  not  show  sterility  until  the 
treated  products  have  received  excessive 
exposure  to  a  sterilization  agent,  the  treated 
products  may  deteriorate  and  the  resulting 
physical  or  chemical  changes  in  the  product 
may  adversely  affect  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
sterilization  indicators  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  this  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  for 
this  device. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055.  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  C 
by  adding  new  §  880.2800,  to  read  as 
follows; 
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§  880.2600  Sterilization  indicator. 

(a)  Identification.  A  sterilization 
indicator  is  a  device  used  to  show  by 
visible  or  measurable  evidence  that  a 
treated  medical  product  was  sufFiciently 
exposed  to  a  sterilization  agent  to  allow 
the  user  to  assume  that  the  product  is 
sterile. 

(b)  Classification.  Class  II 
(performance  standards).  ' 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  ofHce  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  7»-Ze044  Filed  fr-23-79;  8:4S  am| 

BILUNG  CODE  411S-03-H 

[21  CFR  Part  880] 

[Docket  No.  78N-1279] 

Medical  Devices;  Classification  of 
Ciinical  Color  Change  Thermometers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  clinical  color  change 
thermometers  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  this  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
FDA  is  also  publishing  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  that  the  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 


under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  IFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical 
Devices  (HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
General  and  Plastic  Surgery  Device 
Classificaiton  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  clinical  color  change 
thermometers: 

1.  Identification:  A  clinical  color  change 
thermometer  is  a  device  used  to  measure  oral 
or  rectal  body  temperature  by  displaying  the 
color  changes  of  heat  sensitive  liquid 
crystals.  It  is  a  disposable  device  with  the 
liquid  crystals  (cholesteric  esters)  sealed  in 
plastic  at  the  end  of  a  plastic  strip.  The 
General  Hospital  and  Personal  Use  Device 
Classification  Panel  identified  this  generic 
type  of  device  under  the  name  of  "clinical 
color  change  thermometer."  The  General  and 
Plastic  Surgery  Device  Classification  Panel 
identified  this  generic  type  of  device  as  the 
"liquid  crystal  thermometer.” 

2.  Recommended  classification:  The 
General  Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that  this 
device  be  clasified  into  class  II  (performance 
standards)  and  that  establishing  a 
performance  standard  for  this  device  be  a 
medium  priority.  The  General  and  Plastic 
Surgery  Device  Classification  Panel 
recommends  that  this  device  be  classified 
into  class  I  (general  controls)  and  that  this 
device  be  exempt  from  records  and  reports 
requirements  under  section  519  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C. 

360i). 

3.  Summary  of  reasons  for 
reconunendation:  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  clinical  color  change 
thermometers  be  classified  into  class  II 
because  the  Panel  believes  that  the  accuracy 
of  the  device  must  be  controlled  through  a 
standard.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  this  characteristic.  The  Panel  believes 


that  a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance.  The  Panel 
recommends  that  the  labeling  state  Ihe 
accuracy  of  the  device.  The  accuracy  of  the 
device  may  be  affected  by  high  humidity, 
heat,'  or  prolonged  storage.  Therefore,  the 
Panel  also  recommends  that  the  labeling 
state  how  the  device  should  be  stored  until 
use.  The  General  and  Plastic  Surgery  Device 
Classification  Panel  recommends  that  this 
device  be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device. 
This  Panel  also  recommends  that  the  device 
be  exempt  from  records  and  reports 
requirements  under  section  519  of  the  act 
because  the  Panel  believes  that  FDA  does  not 
need  to  receive  records  and  reports  for  this 
device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  Both  Panels  based 
their  recommendations  upon  the  Panel 
members'  personal  knowledge  of,  and  clincial 
experience  with,  the  device. 

5.  Risks  to  health:  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
identified  the  following  risk  to  health:  (a) 
Misdiagnosis  and  inappropriate  therapy:  If 
the  device  is  inaccurate,  a  potential  exists  for 
misdiagnosis  and  subsequent  inappropriate 
therapy.  Hie  General  and  Plastic  Surgery 
Device  Classification  Panel  identified  no 
risks  to  health. 

Proposed  Classification 

FDA  agrees  with  the  recommendation 
of  the  General  Hospital  and  Personal 
Use  Device  Classification  Panel  and  is 
proposing  that  the  clinical  color  change , 
thermometer  be  classified  into  class  II 
(performance  standards).  The  agency 
has  reviewed  the  recommendations  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  for  clinical 
color  change  thermometers  and  the 
recommendations  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  for  liquid  crystal  thermometers, 
and  has  concluded  that  it  is  more 
appropriate  for  the  device  to  be  named 
the  “clinical  color  change  thermometer” 
and  to  be  published  in  the  Part  of  the 
Code  of  Federal  Regulations  for  general 
hospital  and  personal  use  devices.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risk  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

The  agency  disagrees  with  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
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Panel  that  clinical  color  change 
thermometers  be  classified  into  class  I 
because  performance  standards  are 
necessary  to  assure  the  accuracy  of  the 
device  in  its  measurement  of  body 
temperature.  Because  the  agency  has 
decided  that  the  clinical  color  change 
thermometer  should  be  classified  in 
class  II  rather  than  class  I,  the  agency  is 
not  required  to  publish  a  regulation 
adopting  or  rejecting  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  that  this  device  be  exempt  from 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i]. 
Even  if  the  device  were  classified  into 
class  I,  the  agency  could  not  exempt 
manufacturers  of  the  device  from 
records  and  reports  requirements  under 
section  519  of  the  act  because  FDA 
believes  that  the  agency  cannot  properly 
issue  exemptions  from  regulations  that 
have  not  yet  been  promulgated.  When 
the  agency  proposes  device  regulations 
that  include  records  and  reports 
requirements,  interested  persons  can 
submit  comments  requesting  that  certain 
classes  of  manufacturers  be  exempted  • 
from  those  requirements,  and  FDA  will 
issue  any  exemptions  that  are 
appropriate.  At  this  time,  FDA  is  only 
proposing  exemptions  from  records  and 
reports  requirements  in  the  device  good 
manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508). 
The  agency  is  not  proposing  to  exempt 
manufacturers  of  the  clinical  color 
change  thermometer  from  the  records 
and  reports  requirements  in  the  GMP 
regulation,  because  compliance  with 
these  requirements  is  necessary  to 
assure  the  quality  of  this  device  and 
thus  its  safety,  effectiveness,  and 
compliance  with  the  adulteration  and 
misbrandng  provisions  of  the  act. 
Compliance  with  the  GMP  regulation, 
including  the  records  and  reports 
provisions,  will  help  prevent  production 
of  clinical  color  change  thermometers 
having  defects  that  could  harm  users. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  C 
by  adding  new  §  880.2900,  to  read  as 
follows; 

§  880.2900  Clinical  color  change 
thermometer. 

(a)  Identification.  A  clinical  color 
change  thermometer  is  a  device  used  to 
measure  oral  or  rectal  body  temperature 
by  displaying  the  color  changes  of  heat 
sensitive  liquid  crystals.  It  is  a 


disposable  device  with  the  liquid 
crystals  (cholesteric  esters)  sealed  in 
plastic  at  the  end  of  a  plastic  strip. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  79-26045  Filed  8-23-79:  8:45  am] 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1280] 

Medical  Devices;  Classification  of 
Clinical  Electronic  Thermometers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  clinical  electronic 
thermometers  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel,  the  Anesthesiology  Device 
Classification  Panel,  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the -device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 


65,  5600  Fishers  Lane,  Rockville,  MD  . 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  the 
Anesthesiology  Device  Classification 
Panel,  and  the  General  and  Plastic 
Surgery  Device  Classification  Panel, 

FDA  advisory  committee,  made  the 
following  recommendations  with  respect 
to  the  classification  of  clinical  electronic 
thermometers: 

1.  Identification:  A  clinical  electronic 
thermometer  is  a  device  used  to  measure  the 
body  temperature  of  a  patient  by  means  of  a 
transducer  coupled  with  an  electronic  signal 
amplification,  conditioning,  and  display  unit. 
The  transducer  may  be  in  a  detachable  probe 
with  or  without  a  disposable  cover.  The 
General  Hospital  and  Personal  Use  Device 
Classification  Panel  identified  this  generic 
type  of  device  under  the  name  “clinical 
electronic  thermometer."  The  Anesthesiology 
Device  Classification  Panel  and  the  General 
and  Plastic  Surgery  Device  Classification 
Panel  identified  this  generic  type  of  device 
under  the  name  “temperature  monitor.” 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
establishing  a  performance  standard  for  this 
device  be  a  medium  priority.  The 
Anesthesiology  Device  Classification  Panel 
and  the  General  and  Plastic  Surgery  Device 
Classification  Panel  recommend  that 
establishing  a  performance  standard  for  this 
device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel  and 
the  General  and  Plastic  Surgery  Device 
Classification  Panel  recommend  that  clinical 
electronic  thermometers  be  classified  into 
class  II  because  the  Panels  believe  that  the 
accuracy  of  the  device  must  be  controlled 
through  a  standard.  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
believes  that  a  standard  is  also  needed  to 
control  the  materials  used  in  the  probe  to 
reduce  the  risk  of  puncturing  the  colon  and 
the  Panel  also  recommends  that  the  labeling 
state  the  accuracy  of  the  device  and  include 
instructions  for  proper  cleaning.  The 
Anesthesiology  Device  Classification  Panel 
recommends  that  this  device  be  classified 
into  class  II  because  the  Panel  believes  that 
the  electrical  properties  of  the  device  must  be 
controlled  through  an  electrical  safety 
standard  to  assure  that  the  patient  is  not 
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shocked  or  burned  by  excessive  leakage 
current  through  the  probe.  This  Panel 
believes  that  a  standard  is  needed  to  control 
the  design  and  materials  of  the  probe  to 
prevent  tissue  damage  due  to  improper  size 
or  shape.  The  Panel  also  recommends  that 
the  use  of  the  device  be  restricted  to  trained 
personnel  under  the  direction  of  a  physician. 
All  three  Panels  believe  that  general  controls 
would  not  provide  sufficient  control  over 
these  characteristics.  The  Panels  believe  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
-recommendation  is  based:  The  Panels  based 
their  recommendations  upon  the  Panel 
members'  personal  knowledge  of.  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
and  the  General  and  Plastic  Surgery  Device 
Classification  Panel  identified  the  following 
risk  to  health:  (a)  Misdiagnosis  and 
inappropriate  therapy:  If  the  device  is 
inaccurate,  erroneous  readings  could  result 
that  may  lead  to  misdiagnosis  and 
inappropriate  therapy.  'The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
identified  the  following  additional  risks  to 
health;  (b)  Infection:  If  the  disposable  covers 
for  the  probe  are  not  impervious  to 
microorganisms  and/or  are  not  easy  to  attach 
and  remove,  there  is  a  possibility  of  infection 
in  the  patient,  (c)  Puncture  of  colon:  If  the 
rectal  probe  and  cover  are  not  made  of  a  soft 
material,  puncture  of  the  colon  may  result. 
The  Anesthesiology  Device  Classification 
Panel  identiHed  the  following  risks  to  health: 
(d)  Electrical  shock:  Improper  device  design 
and  construction  or  device  malfunction  could 
result  in  an  electrical  shock,  (e)  Tissue 
damage:  Improper  size  or  shape  of  the  probe 
may  result  in  tissue  damage. 

Proposed  Classification 

FDA  agrees  with  the  Panels’ 
recommendations  and  is  proposing  that 
clinical  electronic  thermometers  be 
classified  into  class  II  (performance 
standards).  The  agency  has  reviewed 
the  recommendation  of  the 
Anesthesiology  Device  Classification 
Panel  and  the  recommendation  of  the 
General  and  Plastic  Surgery  Device 
Classification  Panel  for  temperature 
monitors,  and  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  for  clinical 
electronic  thermometers,  and  has 
concluded  that  it  is  more  appropriate  for 
the  device  to  be  named  the  “clinical 
electronic  thermometer”  and  to  be 
published  in  the  part  of  the  Code  of 
Federal  Regulations  for  general  hospital 
and  personal  use  devices.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 


would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  believes  that  there  is 
sufficient  information  to  establish  a 
standard  for  this  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  C 
by  adding  new  §  880.2910,  to  read  as 
follows; 

§  880.2910  Clinical  electronic 
thermometer. 

(a)  Identification.  A  clinical  electronic 
thermometer  is  a  device  used  to 
measure  the  body  temperature  of  a 
patient  by  means  of  a  transducer 
coupled  with  an  electronic  signal 
amplification,  conditioning,  and  display 
unit.  The  tranducer  may  be  in  a 
detachable  probe  with  or  without  a 
disposable  cover. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  August  9. 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  79-26046  Filed  6-23-79;  8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1281] 

Medical  Devices;  Classification  of 
Clinical  Mercury  Thermometers 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  clinical  mercury 
thermometers  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 


class  IL  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
FDA  is  also  publishing  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  ClassiHcation 
Panel  that  the  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  ^ 

65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classitication  Panel  and  the 
General  and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendation  with  respect  to  the 
classification  of  clinical  mercury 
thermometers: 

1.  Identification:  A  clinical  mercury 
thermometer  is  a  device  used  to  measure 
oral,  rectal,  or  axillary  body  temperature 
using  the  thermal  expansion  of  mercury.  The 
General  and  Plastic  Surgery  Device 
Classification  Panel  idehlitied  this  generic 
type  of  device  under  the  name  “fluid  column 
thermometer.”  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
identified  this  generic  type  of  device  under 
the  name  “clinical  mercury  thermometer.” 

2.  Recommended  classification:  The 
General  Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that  this 
device  be  classitied  into  class  II  (performance 
standards)  and  that  establishing  a 
performance  standard  for  this  device  be  a 
medium  priority.  The  General  and  Plastic 
Surgery  Device  Classification  Panel 
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recommends  that  this  device  be  classified 
into  class  I  (general  controls)  and  that  this 
device  be  exempt  from  records  and  reports 
regulations  under  section  519  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C. 

360i). 

3.  Summary  of  reasons  for 
recommendation:  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  the  device  be  classified  into 
class  II  because  the  Panel  believes  that  the 
accuracy  of  the  device  must  be  controlled 
through  a  standard  to  assure  the  correct 
measurement  of  the  patient’s  body 
temperature.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  this  characteristic. 

The  Panel  believes  that  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance.  The  Panel 
recommends  that  the  labeling  include  a 
warning  against  ingestion  of  mercury  if  the 
thermometer  breaks.  The  Panel  also 
recommends  that  the  labeling  state  the 
accuracy  of  the  device. 

The  General  and  Plastic  Surgery  Device 
Classification  Panel  recommends  that  the 
device  be  classiffed  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device. 

The  Panel  recommends  that  this  device  be 
exempt  from  records  and  reports  regulations 
under  section  519  of  the  act  because  the 
Panel  believes  that  FDA  does  not  need  to 
receive  records  and  reports  for  this  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  Both  Panels  based 
their  recommendations  upon  the  Panel 
members’  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
identified  the  following  risks  to  health:  (a) 
Misdiagnosis  and  inappropirate  therapy:  if 
the  device  is  inaccurate,  a  potential  exists  for 
misdiagnosis  and  subsequent  inappropriate 
treatment,  (b)  Mercury  poisoning:  If  the 
thermometer  breaks  and  mercury  is  ingested, 
mercury  poisoning  could  result.  The  General 
and  Plastic  Surgery  Device  Classification 
Panel  identified  no  risks  to  health. 

Proposed  Classification 

FDA  agrees  with  the  recommendation 
of  the  General  Hospital  and  Personal 
Use  Device  ClassiFication  Panel  and  is 
proposing  that  clinical  mercury 
thermometers  be  classified  into  class  II 
(performance  standards).  The  agency 
has  reviewed  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  for  clinical 
mercury  thermometers  and  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  for  fluid  column  thermometers, 
and  has  concluded  that  it  is  more 
appropriate  for  the  device  to  be  n^med 
the  "clinical  mercury  thermometer”  and 
to  be  published  in  the  part  of  the  Code 


of  Federal  Regulations  for  general 
hospital  and  personal  use  devices.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  for 
this  device. 

The  agency  disagrees  with  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  that  clinical  mercury 
thermometers  be  classified  into  class  1 
because  FDA  believes  that  performance 
standards  are  necessary  to  assure  the 
accuracy  of  the  device  in  its 
measurement  of  body  temperature. 

Because  the  agency  has  decided  that 
clinical  mercury  thermometers  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  that  this  device  be  exempt  from 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i). 
Even  if  the  device  were  classified  into 
class  I,  the  agency  coud  not  exempt 
manufacturers  of  the  device  from 
records  and  reports  requirements  under 
section  519  of  the  act  because  FDA 
believes  that  the  agency  cannot  properly 
issue  exemptions  from  regulations  that 
have  not  yet  been  promulgated.  V\Jhen 
the  agency  proposes  device  regulations 
that  include  records  and  reports 
requirements,  interested  persons  can 
submit  comments  requesting  that  certain 
classes  of  manufacturers  be  exempted 
from  those  requirements,  and  FDA  will 
issue  any  exemptions  that  are 
appropriate.  At  this  time,  FDA  is  only 
proposing  exemptions  from  records  and 
reports  requirements  in  the  device  good 
manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508). 
The  agency  is  not  proposing  to  exempt 
manufacturers  of  the  clinical  mercury 
thermometer  from  the  records  and 
reports  requirements  in  the  GMP 
regulation,  because  compliance  with 
these  requirements  is  necessary  to 
assure  the  quality  of  this  device  and 
thus  its  safety,  effectiveness,  and 
compliance  with  the  adulteration  and 
misbranding  provisions  of  the  act. 
Compliance  with  the  GMP  regulation, 
including  the  records  and  reports 
provision,  will  help  prevent  production 
of  clinical  mercury  thermometers  having 
defects  that  could  harm  users. 


Therefore,  under  the  Federal  Food,  * 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  C 
by  adding  new  §  880.2920,  to  read  as 
follows: 

§  880.2920  Clinical  mercury  thermometer. 

(a)  Identification.  A  clinical  mercury 
thermometer  is  a  device  used  to 
measure  oral,  rectal,  or  axillary  body 
temperature  using  the  thermal 
expansion  of  mercury. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc  79-26047  Filed  S-2S-79;  Mb  am) 

BILLING  CODE  4110-03-W 


(21  CFR  Part  830] 

(Docket  No.  78N-12841 

Medical  Devices;  Classification  of  i.V. 
Containers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  I.V.  containers  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1978. 
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DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  I.V.  containers. 

1.  Identification:  An  I.V.  container  is  a 
sterile  container  for  a  fluid  mixture  to  be 
administered  to  a  patient.  The  Panel 
identified  this  generic  type  of  device  under 
the  name  “empty  admixture  container.” 

2.  Recommended  classification;  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 

I.V.  containers  be  classified  into  class  II 
because  the  Panel  believes  that  standards  are 
needed  to  assure  that  the  material  used  in  the 
device  does  not  leach  toxic  substance  into 
the  liquid  mixtures.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  this  characteristic.  The  Panel 
also  recommends  that  the  device  be  used 
only  by,  or  on  the  order  of,  a  physician.  The 
Panel  believes  that  a  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device,  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  upon  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Adverse  tissue 
reactions;  If  the  plastic  material  of  the 
container  leaches  toxic  substances  into  the 
liquid,  an  adverse  tissue  reaction  could  occur 
when  the  liquid  enters  the  patient,  (b) 
Infection:  If  the  device  is  not  sterile, 
pathogenic  organisms  could  cause  an 
infection  in  the  patient,  (c)  Inappropriate 
therapy:  If  a  part  of  the  liquid  mixture 
adheres  to  the  walls  of  the  container,  the 
patient  could  receive  inappropriate  therapy. 


Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
I.V.  containers  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  standard  to  provide  this 
assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  by  adding 
Subpart  F  and  new  §  880.5025,  to  read  as 
follows: 

Subpart  F— General  Hospital  and 
Personal  Use  Therapeutic  Devices 

§  880.5025  I.V.  container. 

(a)  Identification.  An  I.V.  container  is 
a  container  for  a  fluid  mixture  to  be 
administered  to  a  patient. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
^  document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated;  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A /fairs. 

(FR  Doc.  79^26048  Filed  8-23-79;  8:45  am) 

BILLING  CODE  411^3-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1285] 

Medical  Devices;  Classification  of 
Recirculating  Air  Cleaners 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 


public  comments  a  proposed  regulation 
classifying  recirculating  air  cleaners  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  ptovide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979, 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  recirculating  air 
cleaners: 

1.  Identification:  A  recirculating  air  cleaner 
is  a  device  used  to  remove  particles  from  the 
air  by  electrostatic  precipitation  or  filtration. 
The  Panel  identified  this  generic  type  of 
device  under  the  name  “recirculating  room 
air  cleaner”, 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
recirculating  air  cleaners  be  classified  into 
class  II  because  the  Panel  believes  that  the 
electrical  properties  of  the  device  must  be 
controlled  through  an  electrical  safety 
standard  to  prevent  electrical  shock  and 
unnecessary  electrical  arcing,  which 
produces  ozone.  The  Panel  also  believes  a 
standard  is  needed  to  assure  that  the  device 
dissipates  heat  adequately  so  that  bums  are 
avoided.  The  Panel  believes  that  general 
conuols  would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel  believes 
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that  a  standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device.  Also,  the  Panel 
considered  an  article  evaluating  high 
efficiency  particulate  air  filters,  which  was 
prepared  by  the  Wilmot  Castle  Co.  under  a 
contract  with  the  jet  Propulsion  laboratory 
(Ref.  1).  The  Article  concludes  that:  (a)  Areas 
of  particulate  penetration  may  be  related  to 
increased  velocity  of  particles  through  holes 
in  the  filter  media  or  frames:  (b)  the  efficiency 
level  of  a  filter  should  be  tested  before  each 
use:  and  (c)  high-efficiency  particulate  air 
filters  having  an  efficiency  rating  exceeding 
99.99  percent  can  remove  from  a  gas  stream 
all  particles  of  a  size  greater  than  0  5 
micrometers. 

5.  Risks  to  health:  (a)  Inappropriate 
therapy:  Inappropriate  therapy  may  result  if 
the  device  is  used  for  therapeutic  purposes 
and  does  not  remove  enough  particles  from 
the  air.  Ineffective  particle  removal  may 
result  from  an  insufficient  electrical  charge, 
in  the  case  of  the  electrostatic  type  of 
cleaner,  or  from  a  dirty  filter,  in  the  case  of 
the  filter  tj  pe  of  air  cleaner,  (b)  Bums;  If  the 
device  does  not  dissipate  heat  adequately,  it 
may  cause  skin  burns  upon  contact,  (r.) 

Ozone  toxicity;  If  there  is  electrical  arcing  in 
the  electrostatic  air  cleaner,  the  device  will 
produce  ozone  and  thus  may  cause  ozone 
toxicity,  (d)  Electrical  shock:  Improper  device 
design  and  construction  or  device 
malfunction  can  result  in  electrical  shock. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
the  recirculating  air  cleaner  be  classified 
into  class  II  (performance  standards). 
FDA  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  FDA  is 
concerned  about  the  effectiveness  of  the 
device  in  removing  particles  from  the 
air.  The  literature  reports  that  the 
devices  can  be  very  effective  in 
removing  particles  from  the  air  (Ref.  i). 
Therefore.  FDA  believes  a  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m.. 
Monday  through  Friday. 

1.  Irons,  A.  S.,  “Microbiological  Evaluation 
ol  High  Efficiency  Particulate  Air  (HEPA) 


Filters,”  Jet  Propulsion  Laboratories,  Space 
Programs  Summary  No  37-43,  IV:  53-58, 
February  28, 1967. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Slat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subparl  F 
by  adding  new  §  880.5045.  to  read  as 
follows: 

§  880.5045  Recirculating  air  cleaner. 

(a)  Identification.  A  recirculating  air 
cleaner  is  a  device  used  to  remove 
particles  from  the  air  in  a  room  by 
electrostatic  precipitation  or  filtration. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments..  The 
comments  are  to  be  identified  with  the  . 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Conwussioiwr  for 
Regulatory  Affairs. 

[FR  Doc.  79-28049  Filed  8-23-79: 8  45  am) 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

(Docket  No.  78N-1288] 

Medical  Devices;  Ciassification  of 
Urine  Collection  Bags  tor  Infants 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Diug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  urine  collection  bags  for 
infants  into  class  I  (general  controls). 
FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  by  classified  into 
class  1.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 


under  the  Medical  Device  Amendments 
of  1976. 

DATES;  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  urine  collection  bags  for 
infants: 

1.  Identification:  A  urine  collection  bag  for 
an  infant  is  a  disposable  device  attached  to 
the  infant  by  an  adhesive  material  and  used 
to  collect  the  infant’s  urine.  The  Panel 
identified  this  generic  type  of  device  under 
the  name  "newborn  urine  collection  bag.” 

2.  Recommended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
uring  collection  bags  for  infants  be  classified 
into  class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  upon  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  Skin  irritation:  The 
adhesive  material  used  to  attach  the  bag  may 
irritate  the  skin. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
urine  collection  bags  for  infants  be 
classified  into  class  I  (general  controls) 
with  no  exemptions.  TTie  FDA  is 
concerned  that  the  adhesive  material 
used  in  the  bag  may  irritate  the  skin. 
However,  the  FDA  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5065,  to  read  as 
follows: 

§  880.5065  Urine  collection  bag  for  an 
infant. 

(a)  Identification.  A  urine  collection 
bag  for  an  infant  is  a  disposable  device 
attached  to  the  infant  by  an  adhesive 
material  and  used  to  collect  the  infant’s 
urine. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated;  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

im  Doc.  79-28050  Filed  8-23-79:  8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1287] 

Medical  Devices;  Classification  of 
Elastic  Bandages 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  elastic  bandages  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 


DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become' effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  elastic  bandages: 

1.  Identification:  An  elastic  bandage  is  a 
device  consisting  of  either  a  long  flat  strip  or 
a  tube  of  elasticized  material  that  is  used  to 
support  and  compress  a  part  of  a  patient's 
body. 

2.  Recommended  classification:  Class  I 
(general  controls):  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k)),  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
elastic  bandages  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  this 
device  be  exempt  from  premarket  notification 
under  section  510{k)  of  the  act  because  the 
Panel  believes  that  FDA  does  not  need  to 
receive  premarket  notification  of  a 
manufacturer’s  intent  to  market  this  simple 
device.  The  Panel  recommends  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  that  defects  are  readily 
apparent  to  the  user.  The  Panel  recommends 
that  the  device  be  nonirritating  and  porous 
and  that  it  provide  proper  support  by  exerting 
uniform  pressure.  The  Panel  recommends  that 
the  labeling  describe  the  proper  usage  of  the 
device  and  state  whether  it  is  sterilizable. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendations  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health;  None  identified. 


Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
elastic  bandages  be  classified  into  class 
I  (general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
an  elastic  bandage  be  exempt  from 
section  510(k)  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510(a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  wiUi  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  an 
elastic  bandage,  the  agency  cannot 
make  the  required  finding.  To  protect 
the  public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  an  elastic 
bandage.  The  agency  does  not  at  this 
time  anticipate  that  premarket  approval 
will  be  required  for  this  device.  The 
agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
an  elastic  bandage  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  who  does 
not  label  or  otherwise  represent  it  as 
sterile  be  exempt,  in  the  manufachire  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  an 
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elastic  bandage,  even  when  it  is  not 
labeled  or  otherwise  represented  as 
sterile,  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  an  elastic  bandage 
must  still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate.  A 
manufacturer  of  an  elastic  bandage  that 
is  labeled  or  otherwise  represented  as 
sterile  is,  in  the  manufacture  of  this 
device,  subject  to  the  GMP  regulation  in 
its  entirety. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5075,  to  read  as 
follows: 

§880.5075  EiesKc  bandage. 

(a)  Identipootion.  An  elastic  bandage 
is  a  device  consisting  of  either  a  long 
flat  strip  or  a  tube  of  elasticized  material 
that  is  used  to  support  and  compress  a 
part  of  a  patient’s  body. 

(b)  Classification.  Class  1  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter.  If 
the  device  is  not  labeled  or  otherwise 
represented  as  sterile,  it  also  is  exempt 
from  the  good  manufacturing  practice 
regulation  in  Part  820  of  this  chapter, 
with  the  exception  of  §  820.180,  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 


Dated:  August  9, 1979. 

Wiliam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  /fairs. 

(FR  Doc.  79-26051  Filed  8-23-79;  a45  am) 

BH-LING  CODE  411(H)3-M 


121  CFR  Part  8801 

I  Docket  No.  78N-1268) 

Medical  Devices;  Classification  of 
Liquid  Bandages 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  liquid  bandages  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  1.  The 
effect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20856. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  liquid  bandages: 

1.  Identification:  A  liquid  bandage  is  a 
sterile  liquid  or  semiliquid  used  to  cover  an 
opening  in  the  skin  or  as  a  dressing  for  burns. 
The  device  is  also  used  as  a  topical  skin 
protectant. 


2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  reconunends  that 
liquid  bandages  be  classified  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  also  recommends  that 
the  device  be  hypoallergenic  to  reduce  the 
risk  of  skin  irritation,  and  that  it  be  porous  to 
allow  the  passage  of  vapor. 

4.  Summai-y  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Skin  irritation:  The 
device  may  irritate  the  skin,  (b)  Infection:  If 
the  device  is  not  sterile,  an  infection  could 
occur. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
the  liquid  bandage  be  classified  into 
class  I  (general  controls)  with  no 
exemptions.  The  agency  believes 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  300c,  371(a)))  and  under  aathorHy 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5090,  to  reed  as 
follows: 

§  880.5090  Liquid  bandage. 

(a)  Identification.  A  liquid  bandage  is 
a  sterile  liquid  or  semifiquid  used  to 
cover  an  opening  in  the  skin  or  as  a 
dressing  for  bums.  The  device  is  also 
used  as  a  topical  skin  protectant. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
(October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-55,  5600  Fishers 
Lane,  Rockville,  MD  20856,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  thorugh  Friday. 
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Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

(FR  Doc.  79-26052  Filed  8-23-79;  8:45  am) 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1289] 

Medical  Devices;  Classification  of  AC* 
Powered  Adjustable  Hospital  Beds 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  AC-powered  adjustable 
hospital  beds  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4-  ' 
65.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Springs,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  informa  tiuon  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  AC-powered  adjustable 
hospital  beds; 

1.  Identification:  An  AC-powered 
adjustable  hospital  bed  is  a  device  consisting 


of  a  bed  with  a  built-in  electric  motor  and 
remote  controls  that  can  be  operated  by  the 
patient  to  adjust  the  height  and  surface 
contour  of  the  bed.  The  device  includes 
moveable  and  latchable  side  rails. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
the  AC-powered  adjustable  hospital  bed  be 
classified  into  class  11  because  the  Panel 
believes  that  the  electrical  properties  of  the 
device  must  be  controlled  through  an 
electrical  safety  standards.  The  Panel  also 
believes  that  standards  are  needed  to  assure 
that  the  device’s  controls  are  readily 
accessible  to  the  patient  and  do  not  require 
the  patient  to  lean  over  the  bed's  side  to 
manipulate  them;  that  operation  of  the 
device’s  controls  require  minimal  physical 
effort,  even  by  geriatric  and  arthritic  patients; 
that  the  device  has  a  manual  override  in  the 
event  of  a  power  failure;  and  that  the  side 
rails  have  a  safety  lock.  The  Panel  believes 
that  general  controls  would  not  provide 
sufficient  control  over  these  characteristics. 
The  Panel  believes  that  a  standard  would 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device  and  that  there 
is  sufficient  information  to  establish  a 
standard  to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  upon  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Improper  design  and  construction  or  device 
malfunction  can  result  in  electrical  shock,  (b) 
Patient  falls  and  injuries:  If  the  side  rail  latch 
fails  or  if  the  patient  must  lean  over  the  bed’s 
side  to  operate  the  device’s  controls,  the 
patient  could  fall  from  the  bed  and  be 
injured. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
the  AC-powered  adjustable  hospital 
beds  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  standard  to  provide  this 
assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5,1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5100,  to  read  as 
follows: 


§  880.5100  AC-powered  adjustable 
hospital  bed. 

(a)  Identification.  An  AC-powered 
adjustable  hospital  bed  is  a  device 
consisting  of  a  bed  with  a  built-in 
electric  motor  and  remote  controls  that 
can  be  operated  by  the  patient  to  adjust 
the  height  and  surface  contour  of  the 
bed.  The  device  includes  moveable  and 
latchable  side  rails. 

(b)  Classification.  Class  II 
(performance  standards. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m, 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26053  Filed  8-23-79;  8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1290] 

Medical  Devices;  Classification  of 
Hydraulic  Adjustable  Hospital  Beds 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for  . 
public  comment  a  proposed  regulation 
classifying  hydraulic  adjustable  hospital 
beds  into  class  I  (general  controls).  FDA 
is  also  publishing  the  recommendation 
of  the  General  Hospital  and  Personal 
Use  Device  Classification  Panel  that  the 
device  be  classified  into  class  1.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  Ae  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
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Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910.  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  hydraulic  adjustable 
hospital  beds: 

1.  Identification:  A  hydraulic  adjustable 
hospital  bed  is  a  device  consisting  of  a  bed 
with  a  hydraulic  mechanism  operated  by  an 
attendant  to  adjust  the  height  and  surface 
contour  of  the  bed.  The  device  includes 
moveable  and  latchable  side  rails. 

2.  Recommendation  clasihcation:  Class  I 
(general  controls).  The  Panel  recommends  no 
exemptions. 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
the  hydraulic  adjustable  hospital  bed  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device.  The  Panel 
also  recommends  that  the  side  rails  have  a 
safety  lock. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  upon  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  Patient  falls  and  injuries: 
If  the  side  rail  latch  fails,  the  patient  could 
fall  from  the  bed  and  be  injured. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
the  hydraulic  adjustable  hospital  bed  be 
classified  into  class  1  (general  controls) 
with  no  exemptions.  The  agency 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5110,  to  read  as 
follows: 


§  880.51 10  Hydraulic  adjustable  hospital 
bed. 

(a)  Identification.  A  hydraulic 
adjustable  hospital  bed  is  a  device 
consisting  of  a  bed  with  a  hydraulic 
mechanism  operated  by  an  attendant  to 
adjust  the  height  and  surface  contour  of 
the  bed.  The  device  includes  moveable 
and  latchable  side  rails. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A /fairs. 

|FR  Doc.  79-26054  Filed  8-23-79:  8:45  am| 

BILLING  CODE  4110-03-M 

[21  CFR  Part  880] 

[Docket  No.  78N-1291] 

Medical  Devices;  Classification  of 
Manual  Adjustable  Hospital  Beds 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  manual  adjustable  hospital 
beds  into  class  1  (general  controls).  FDA 
is  also  publishing  the  recommendation 
of  the  General  Hospital  and  Personal 
Use  Device  Classification  Panel  that  the 
device  be  classified  into  class  1.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 
It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 


65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACr. 

Lillian  L.  Yin.  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  manual  adjustable 
hospital  beds: 

1.  Identification;  A  manual  adjustable 
hospital  bed  is  a  device  consisting  of  a  bed 
with  a  manual  mechanism  operated  by  an 
attendant  to  adjust  the  height  and  surface 
contour  of  the  bed.  The  device  includes 
moveable  and  latchable  side  rails. 

2.  Recommended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  the  device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C  360)(f)). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
manual  adjustable  hospital  beds  be  classified 
into  class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
efiectiveness  of  the  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
the  good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  because  the 
Panel  believes  that  the  quality  of  the  device 
is  easily  discernible  and  that  defects  are 
readily  apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  this  device. 

5.  Risks  to  health:  Patient  falls  and  injuries: 
If  the  side  rail  latch  fails,  the  patient  could 
fall  from  the  bed  and  be  injured. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
manual  adjustable  hospital  beds  be 
classified  into  class  I  (general  controls). 
The  agency  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
manual  adjustable  hospital  bed  be 
exempt  from  the  device  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(f}  of  the  act. 
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FDA  is  proposing  that  a  manufacturer  of 
this  device  be  exempt,  in  the 
manufacture  of  the  device,  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manaufacturers  of  a  manual  adjustable 
hospital  bed  must  still  be  required  to 
comply  with  the  complaint  file 
requirement  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  manual  adjustable 
hospital  bed  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposed  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  820.5120,  to  read  as 
follows: 

§  820.5120  Manual  adjustable  hospital 
bed. 

(a)  Identification.  A  manual 
adjustable  hospital  bed  is  a  device 
consisting  of  a  bed  with  a  manual 
mechanism  operated  by  an  attendant  to 
adjust  the  height  and  surface  contour  of 
the  bed.  The  device  includes  moveable 
and  latchable  side  rails. 

(b)  Classification.  Class  I  (general 
controls).  The  dqvice  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 


comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be'identified  with  the 
fiearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26055  FUed  8-23-79;  8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1292] 

Medical  Devices;  Classification  of 
Infant  Radiant  Warmers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  infant  radiant  warmers  into 
class  III  (premarket  approval).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  III.  The 
effect  of  classifying  a  device  into  class 
III  is  to  provide  for  each  manufacturer  of 
the  device  to  submit  to  FDA  a  premarket 
approval  application  at  a  date  to  be  set 
in  a  future  regulation.  Each  application 
includes  information  concerning  safety 
and  effectiveness  tests  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301^27- 
7555. 

SUPPLEMENTARY  INFORMATION: 


Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regiilation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  folllowing 
recommendation  with  respect  to  the 
classification  of  infant  radiant  warmers: 

1.  Identification:  An  infant  radiant  warmer 
is  a  device  consisting  of  an  infrared  heating 
element  placed  over  an  infant  to  maintain  the 
infant's  body  temperature  by  means  of 
radiant  heat.  The  device  may  contain  a 
temperature  monitoring  sensor,  a  heat  output 
control  mechanism  to  regulate  the  infant's 
body  temperature,  and  an  alarm  to  alert 
operators  of  the  device's  failure.  The  device 
may  be  placed  over  a  pediatric  hospital  bed 
or  it  may  be  built  into  the  bed  as  a  complete 
unit.  The  Panel  considered  this  generic  type 
of  device  under  the  name  "neonatal  open  bed 
with  radiant  heat." 

2.  Recommended  classification:  Class  III 
(premarket  approval).  The  Panel  recommends 
that  premarket  approval  of  this  device  be  a 
high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
infant  radiant  warmers  be  classified  into 
class  III  because  the  Panel  believes  that  the 
device  is  life  sustaining  and  life  supporting 
and  because  sufficient  scientific  and  medical 
data  do  not  exist  from  which  adequate 
performance  standards  governing  the 
device's  safety  and  effectiveness  can  be 
established.  SufHcient  information  does  not 
exist  on  the  relationship  between  levels  of 
infrared  radiation  and  maintenance  of  a 
proper  infant  body  temperature.  The  Panel 
believes  that  there  is  a  lack  of  information  to 
determine  a  safe  maximum  energy  output 
from  the  infrared  radiation  to  keep  the  infant 
warm  and  at  the  same  time  not  to  cause 
insensible  water  loss  in  the  infant.  The  Panel 
believes  that  long-term  studies  on  the  effects 
of  infrared  radiation  are  needed  to  assess  the 
possibility  that  the  device  causes  infant  eye 
damage.  Therefore,  the  Panel  recommends 
that  the  device  be  subject  to  premarket 
approval  to  ensure  that  manufacturers 
demonstrate  satisfactory  permformance  and 
that  the  device  is  safe  and  effective.  In 
addition,  the  Panel  recommends  that  the 
device  be  used  only  on  the  order  of  a 
physician. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  cUnical 
experience  with,  this  device.  Under  contract 
with  FDA,  the  Emergency  Care  Research 
Institute  has  developed  a  proposed  standard 
for  infant  radiant  warmers  (Ref.  8).  How'ever, 
this  standard  does  not  address  the  concerns 
indentified  by  the  Panel  for  classifying  the 
product  in  class  Ill.  The  proposed  standard 
states  that  the  maximum  energy  output  of  the 
device  should  be  stated  in  the  labeling  of  the 
device.  However,  the  proposed  standard  does 
not  recommend  an  upper  limit  on  the  enrgy 
output  of  the  device,  an  omission  which  the 
Panel  regards  as  a  serious  deficiency.  The 
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Panel  has  discussed  this  device  at  several 
Panel  meetings  (August  23, 1976,  October  3, 
1977.  and  May  22-23. 1978)  and  has 
consistently  concluded  that  there  is 
insufficient  information  to  establish 
performance  standards  for  the  device. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Improper  design  and  construction  or  device 
malfunction  can  result  in  electrical  shock,  (b) 
Possible  eye  damage:  The  long-term  effects  of 
infrared  radiation  on  the  infant  eye  are 
unknown,  (c)  Patient  injury:  If  the  device  is 
not  designed  for  stability,  it  may  fall  and 
injure  the  infant.  If  the  energy  output  of  the 
device  is  too  high,  it  could  bum  the  infant,  (d) 
Hospital  staff  burns:  If  the  device  is 
constructed  of  material  that  absorbs  radiant 
heat,  it  could  bum  hospital  staff,  (e) 

Insensible  (not  easily  perceived)  water  loss: 
Radiant  heat  causes  vessel  dilation,  w'hich  in 
turn  may  produce  insensible  water  loss  in  an 
infant,  (f)  Hyperthermia  or  hypothermia:  If 
the  termperature  sensor  or  probe  becomes 
dislodged  or  is  improperly  placed, 
hyperthermia  or  hypothermia  in  the  infant 
could  result. 

Proposed  Classincation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
infant  radiant  warmers  be  classified  into 
class  III  (premarket  approval).  The 
agency  has  reviewed  the  Panel 
recommendation  and  has  obtained 
additional  data  and  information 
describing  the  application  of  radiant 
heat  to  minimize  heat  loss  in  infants.  A 
lack  of  information  in  the  literature 
substantiates  the  Panel's  belief  that 
there  is  insufficient  information  to 
determine  the  relationship  between  the 
level  of  infrared  radiation  and 
maintenance  of  a  proper  body 
temperature  in  the  infant.  The  literature 
confirms  the  Panel’s  concern  that 
radiant  heat  may  cause  insensible  water 
loss  in  infants.  Williams  and  Oh  show 
that  insensible  water  loss  in  newborn 
infants  placed  under  a  radiant  warmer 
is  significantly  greater  than  the 
insensible  water  loss  of  infants  placed 
in  a  standard  incubator  (Ref.  I).  Similar 
results  were  found  by  Wu  and  Hodgman 
in  their  studies  comparing  insensible 
water  loss  in  infants  of  different 
birthweights.  Their  studies  show  that 
insensible  water  loss  increases  when 
the  infants  are  exposed  to  radiant  heat. 
Also,  insensible  water  loss  is  greater  in 
infants  with  birthweights  lower  than 
1500  grams  (g)  than  it  is  in  infants  with 
birthweights  of  1500  g  or  more  (Ref.  2). 
The  Panel  has  also  expressed  concern 
about  possible  damage  due  to  radiant 
heat.  There  is  disagreement  in  the 
literature  about  whether  there  is  enough 
data  to  determine  the  risk  of  retinal 
injury  from  infrared  radiation.  One 
article  that  evaluates  radiant  warmers 
concludes  that  although  the  infrared 
radiation  emitted  by  the  warmers  is 


entirely  absorbed  by  the  cornea  of  the 
eye,  radiation  exposure  of  up  to  0.3 
watts  per  square  centimeter  (W/cm®) 
appears  to  be  a  safe  limit  for  an  infant 
under  a  radiant  warmer,  because  the 
infant’s  blinking  prevents  the  corneal 
epithelium  from  drying  out.  These 
studies  also  show  that  0.04  W/cm®of 
near  infrared  radiation  (wavelengths 
from  0.7  to  3.0  micrometers)  for  12 
minutes  is  a  safe  limit  for  an  infant 
under  a  radiant  warmer.  These  studies 
show,  however,  that  high  intensity  near 
infrared  radiation  that  is  focused  on  the 
retina  for  a  sufficient  length  of  time  can 
cause  retinal  damage  (Ref.  5).  Another 
article  that  evaluates  radiant  warmers 
warns  that  until  more  is  known  about 
the  biological  effects  of  infrared 
radiation  on  infants,  these  devices 
should  be  used  with  caution  and  with 
consideration  of  whether  the  benefits 
outweigh  the  risks.  The  article  mentions 
such  effects  as  hyperthermia,  insensible 
water  loss,  burns,  and  potential  eye 
damage.  The  article  states  that 
measurements  of  near  infrared 
emissions  still  need  to  be  done  for  most 
radiant  warmers;  that  these 
measurements  are  needed  to  evaluate 
the  risk  of  retinal  damage;  and  that 
further  research  is  needed  to  determine 
the  levels  of  infrared  radiation  that 
could  cause  retinal  injury  (Ref.  4).  The 
literature  also  describes  frequent 
mechanical  failures,  such  as  alarm 
failure  or  detachment  of  parts,  with 
these  devices  (Refs.  3,  5,  6.  and  7), 

Therefore,  the  agency  has  concluded 
that  the  infant  radiant  warmer  presents 
a  potential  unreasonable  risk  of  illness 
or  injury  to  the  patient.  In  addition,  the 
device  is  purported  or  represented  to  be 
for  a  use  in  supporting  or  sustaining 
human  life.  Insufficient  information 
exists  to  determine  that  general  controls 
alone  can  provide  reasonable  assurance 
of  the  safety  and  effectiveness  of  the 
device,  and  insufficient  information 
exists  to  establish  a  performance 
standard  that  would  provide  such 
assurance. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposed  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5130,  to  read  as 
follows: 

§  880.5130  Infant  radiant  warmers. 

(a)  Identification.  An  infant  radiant 
warmer  is  a  device  consisting  of  an 
infrared  heating  element  placed  over  an 
infant  to  maintain  the  infant’s  body 
temperature  by  means  of  radiant  heat. 
The  device  may  also  contain  a 
temperature  monitoring  sensor,  a  heat 
output  control  rnechanism  to  regulate 
the  infant’s  body  temperature  and  an 
alarm  to  alert  operators  of  the  device’s 
failure.  The  device  may  be  placed  over  a 
pediatric  hospital  bed  or  it  may  be  built 
into  the  bed  as  a  complete  unit. 

(b)  Classification.  Class  III  (premarket 
approval). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

[FR  Doc.  79-26056  Filed  6-23-79:  B:45  am) 
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[21  CFR  Part  880] 

[Docket  No.  78N-1293] 

Medical  Devices;  Classification  of 
Pediatric  Hospital  Beds 
agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  pediatric  hospital  beds  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20856. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  and  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  pediatric  hospital  beds: 

1.  Identification:  A  pediatric  (open)  hospital 
bed  is  a  device  consisting  of  a  bed  or  crib 
designed  for  the  use  of  a  pediatric  patient, 
with  fixed  end  rails  and  movable  and 
latchable  side  rails.  The  contour  or  the  bed 
surface  may  be  adjustable. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
the  pediatric  hospital  bed  be  classified  into 


class  II  because  the  Panel  believes  that  a 
performance  standard  is  necessary  for  this 
device  to  assure  that  the  side  rail  does  not 
drop  suddenly  and  injure  the  infant.  The 
Panel  suggests  that  a  safety  device  be 
installed  to  prevent  the  infant  from  lowering 
the  side  rail.  In  addition,  the  Panel 
recommends  that  certain  characteristics  of 
the  bed,  such  as  distance  between  the 
vertical  slats  of  the  safety  rail  and  the 
distance  between  the  mattress  and  bed 
frame,  be  standardized.  Also,  a  standard 
should  prohibit  the  use  of  lead  paint  on  this 
device.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel  believes 
that  a  standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  this  device.  They  also 
considered  the  results  of  a  survey  by  the 
Consumer  Product  Safety  Commission  of 
crib-related  injuries  (Ref.  1).  This  survey 
showed  the  need  for  a  standard  governing 
certain  characteristics  of  pediatric  hospital 
beds.  The  Commission  has  published  safety 
regulations  for  full-size  cribs  intended  for  use 
in  the  home  (16  CFR  Part  1.508)  and  for  non¬ 
full-size  cribs  intended  for  use  in  and  around 
the  home  and  for  travel  and  other  purposes 
(16  CFR  Part  1509).  Although  these 
regulations  do  not  apply  to  cribs  intended  for 
use  in  general  pediatric  care,  many 
provisions  of  the  regulations  may  be  suitable 
for  application  to  such  cribs. 

5.  Risks  to  health:  (a)  Injury  to  infant:  If  the 
side  rail  drops  suddenly,  the  infant  could  be 
injured.  The  infant  could  also  be  injured  from 
falling  out  of  the  crib,  (b)  Suffocation:  If  there 
is  too  much  space  between  the  mattress  and 
the  bed  frame,  the  infant's  head  may  become 
lodged  between  the  two  and  the  infant  may 
suffocate,  (c)  Head  injuries:  If  the  vertical 
slats  of  the  rails  are  too  far  apart,  the  infant’s 
head  could  become  lodged  between  the  slats 
and  be  injured,  (d)  Lead  poisoning:  If  lead 
paint  is  used  on  the  bed  and  the  infant  eats 
the  paint,  the  infant  may  suffer  lead 
poisoning. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
the  pediatric  hospital  bed  be  classified 
into  class  II  (performance  standards). 
The  agency  has  reviewed  the  Panel 
recommendation  and  has  obtained 
additional  data  and  information 
regarding  pediatric  hospital  beds.  A 
review  of  the  medical  literature 
substantiates  the  need  for  developing  a 
standard  to  assure  the  safety  and 
effectiveness  of  pediatric  hospital  beds. 
A  study  of  infant  deaths  in  Wayne 
County.  Michigan  showed  that  during  a 
30-month  period,  15  infants  died  of 
accidental  asphyxia  when  their  heads  or 
necks  got  trapped  between  the  vertical 


crib  slats  or  between  the  crib  rail  and 
mattress  (Ref.  2). 

The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above),  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m.. 
Monday  through  Friday. 

1.  Nelson,  Theresa,  "Hazard  Analysis  of 
Injuries  Relating  to  Cribs,  Full  Size  Cribs 
(1504)  and  Portable  Cribs  (1929),’’  NIlC-1504- 
75-H007,  U.S.  Consumer  Product  Safety 
Commission,  Bureau  of  Epidemiology, 
December  1975. 

2.  Bass,  M.,  "Asphyxial  Crib  Death,”  New 
England  Journal  of  Medicine,  296(10):555-556, 
1977. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  (21  U.S.C. 
360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5140,  to  read  as 
follows: 

§  880.5140  Pediatric  hospKai  bed. 

(a)  Identification.  A  pediatric  hospital 
bed  is  a  device  consisting  of  a  bed  or 
crib  designed  for  the  use  of  a  pediatric 
patient,  with  fixed  end  rails  and 
movable  and  latchable  side  rails.  The 
contoiu'  of  the  bed  surface  may  be 
adjustable. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m 
and  4  p.m.,  Monday  through  Friday, 
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Dated;  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(re  Doc.  79-28057  Filed  B-2S-79;  8:46  am] 
BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1294] 

Medical  Devices;  Classification  of 
Nonpowered  Flotation  Therapy 
Mattresses 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  nonpowered  flotation 
therapy  mattresses  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  and  the  recommendation  of  the 
Physical  Medicine  Device  Classification 
Panel  that  this  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  23. 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  elective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin.  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Reommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Physical  Medicine  Device  Classification 
Panel,  FDA  advisory  committees,  made 
the  following  recommendations  with 
respect  to  the  classification  of 


nonpowered  flotation  therapy 
mattresses: 

1.  IdentiHcation:  A  nonpower  flotation 
therapy  mattress  is  a  mattress  containing  air 
or  fluid  designed  to  support  a  patient  and 
avoid  excess  pressure  on  local  body  areas. 

The  device  is  used  to  treat  and  prevent 
decubitus  ulcers  (bed  sores).  The  Physical 
Medicine  Device  Classification  Panel 
considered  this  generic  type  of  device  under 
the  name  "manual  flotation  therapy  bed”. 

The  General  Hospital  and  Personal  Use 
Device  ClassiHcation  Panel  considered  this 
generic  type  of  device  under  the  name 
"silicone  mattress." 

2.  Recommended  classihcation:  Class  I 
(general  controls).  The  General  Hospital  and 
Personal  Use  Device  ClassiHcation  Panel 
recommends  that  silicone  mattresses  be 
exempt  from  premarket  notification  under 
section  510(k)  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360(k))  and  from  the 
good  manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360(f)).  The 
Physical  Medicine  Device  Classification 
Panel  recommends  that  there  be  no 
exemptions. 

3.  Summary  of  reasons  for 
recommendation;  Both  Panels  recommend 
that  nonpowered  flotation  therapy  mattresses 
be  classified  into  class  I  (general  controls) 
because  the  Panels  believe  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  silicone  mattresses  be 
exempt  from  premarket  notification  under 
section  510(k)  of  the  act  because  the  Panel 
believes  that  FDA  does  not  need  to  receive 
premarket  notification  of  a  manufacturer's 
intent  to  market  this  simple  device.  The 
General  Hospital  and  Personal  Use  Device 
Classification  Panel  also  recommends  that 
this  device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  that  defects  are  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  are  based:  The  Physical 
Medicine  Device  Classification  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device  and  on  a  review 
of  the  literature.  Lilia,  Friedrichs,  and  Vistnes 
describe  the  pressure-distribution 
characteristics  of  water  beds  and  their 
advantages  over  conventional  hospital 
innerspring  mattresses  in  the  prevention  of 
decubitus  ulcers  (Ref.  1).  Dewis,  Caplan,  and 
Pache  describe  the  beneficial  effects  of  a 
water  mattress  on  large  chronic  decubitus 
ulcers  in  a  group  of  severely  debilitated, 
bedridden  patients  (Ref.  2).  The  authors 
conclude  that  the  obvious  improvement 
outweighs  the  minor  inconvenience  involved 
in  the  use  of  water  mattresses  for  these 
debilitated  patients.  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
members  based  their  recommendation  on 
their  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 


identified  the  following  risk  to  health; 

Infection:  If  the  mattress  is  difficult  to  clean, 
a  risk  of  infection  exists.  The  Physical 
Medicine  Device  Classification  Panel 
identified  no  risks  to  health. 

Proposed  Classification 

FDA  agrees  with  both  Panels’ 
recommendations  and  is  proposing  that 
nonpowered  flotation  therapy 
mattresses  be  classified  into  class  I 
(general  controls). 

The  agency  disagrees  with  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  there  be  no  exemptions  for  this 
device.  In  response  to  the  General 
Hospital  and  Personal  Use  Device 
Classificiation  Panel’s  recommendation 
that  manufacturers  of  a  nonpowered 
flotation  therapy  mattress  be  exempt 
from  section  510(k)  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510(a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a 
nonpowered  flotation  therapy  mattress, 
the  agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  a  nonpowered  flotation 
therapy  mattress.  The  agency  does  not 
at  this  time  anticipate  that  premarket 
approval  will  be  required  for  this  device. 
The  agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

In  response  to  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel’s  recommendation  that 
manufacturers  of  a  nonpowered 
flotation  therapy  mattress  be  exempt 
from  the  device  good  manufacturing 
practice  (CMP)  regulation  under  section 
520(f)  of  the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  CMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
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CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  nonpowered 
flotation  therapy  mattress  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198  to  ensure 
that  these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  nonpowered 
flotation  therapy  mattress  must  still  be 
required  to  comply  with  the  general 
requirements  concerning  records  in 
§  820.180  to  ensure  that  FDA  has  access 
to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Lilia.  ).,  R.  Friedrichs,  and  L.  Vistnes, 
"Flotation  Mattress  for  Preventing  and 
Treating  Tissue  Breakdown,”  Geriatrics, 
30(9);71-75. 1975. 

2.  Dewis,  L.,  H.  Caplan.  and  H.  Pache, 
"Treatment  of  Decubitus  Ulcers  by  Use  of  a 
Water  Mattress,”  Archives  of  Physical 
Medicine  and  Rehabilitation,  49:290-293, 

May  19b8. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5150,  to  read  as 
follows: 

§  880.5150  Nonpowered  flotation  therapy 
mattress. 

(a)  Identification.  A  nonpowered 
flotation  therapy  mattress  is  a  mattress 
containing  air  or  fluid  designed  to 
support  a  patient  and  avoid  excess 
pressure  on  local  body  areas.  The 
device  is  used  to  treat  and  prevent 
decubitus  ulcers  (bed  sores). 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 


The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Ooc.  79-260S8  nied  B-28-79;  8:45  am) 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  880] 

(Docket  No.  78N-1295] 

Medical  Devices;  Classification  of 
Therapeutic  Medical  Binders 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  therapeutic  medical  binders 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23. 1979. 
It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration.  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville.  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classfication  Panel  and  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  therapeutic  medical 
binders; 

1.  Identification:  A  therapeutic  medical 
binder  is  a  device,  usually  made  of  cloth,  that 
can  be  secured  by  ties  so  that  it  support  the 
underlying  part  of  the  body  and/or  holds  a 
dressing  in  place.  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
identified  this  generic  type  of  device  under 
the  names  “perineal  binder”  and  “abdominal 
binder.”  The  Obstetrical  and  Gynecological 
Device  Classification  Panel  identified  this 
generic  type  of  device  under  the  names 
’'breast  binder”  and  “abdominal  binder.” 

2.  Recommended  classification:  Class  1 
(general  controls).  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  the  device  be  exempt  from 
premarket  notification  under  section  510(k]  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k})  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

The  Obstetrical  and  Gynecological  Device 
Classification  Panel  recommends  that  there 
be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  Both  Panels  recommend 
that  therapeutic  medical  binders  be  classified 
into  class  I  because  the  Panels  believe  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that  this 
device  be  exempt  from  premarket  notification 
under  section  510(k)  of  the  act  because  the 
Panel  believes  that  FDA  does  not  need  to 
receive  premarket  notification  of  a 
manufacturer’s  intent  to  market  this  simple 
device.  The  Panel  recommends  that  this 
device  be  exempt  fi-om  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  that  defects  are  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  are  based:  Both  Panel  based 
their  recommendations  on  their  Panel 
members’  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5  Risks  to  health:  None  identified. 
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Proposed  ClassiRcation 

FDA  agrees  with  the  Panels' 
recommendations  and  is  proposing  that 
therapeutic  medical  binders  be 
classified  into  class  I  (general  controls). 
The  agency  has  reviewed  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  for  the  abdominal  binder  and  the 
.p>erineal  binder  and  the  recommendation 
of  the  Obstetrical  and  Gynecological 
Device  Classification  Panel  for  the 
breast  binder  and  the  Ob-Gyn 
abdominal  binder,  and  has  concluded 
that  the  device  should  be  named 
"therapeutic  medical  binder”  and  its 
classification  be  published  in  the  part  of 
the  Code  of  Federal  Regulations  for 
General  Hospital  and  Personal  Use 
Devices.  The  agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

The  agency  disagrees  with  the 
recommendation  of  Obstetrical  and 
Gynecological  Device  Classification 
Panel  that  there  be  no  exemptions  for 
his  device. 

In  response  to  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel’s  recommendation  that 
manufacturers  of  a  therapeutic  medical 
binder  be  exempt  from  section  510(k)  of 
the  act  (21  U.S.C.  360(k)).  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510  (a)- through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a 
therapeutic  medical  binder,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  the  agency 
needs  to  be  able  to  identify  the  firms 
manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  a  therapeutic  medical  binder. 
The  agency  does  not  at  this  time 
anticipate  that  premarket  approval  will 
be  required  for  this  device.  TTie  agency 
believer  that  the  semiannual  updating  of 
device  listing  under  section  510(j](2)  will 
provide  FDA  with  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 


In  response  to  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel's  recommendation  that 
manufacturers  of  a  therapeutic  medical 
binder  be  exempt  from  the  device  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)),  FDA  is  proposing  that 
a  manufacturer  of  this  device  who  does 
not  label  or  otherwise  represent  it  as 
sterile  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  a 
therapeutic  medical  binder,  even  when 
it  is  not  labeled  or  otherwise 
represented  as  sterile,  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198  to  ensure 
that  these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  therapeutic  medical 
binder  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate.  A  manufacturer  of  ^ 
therapeutic  medical  binder  that  is 
labeled  or  otherwise  represented  as 
sterile  is.  in  the  manufacture  of  this 
device,  subject  to  the  GMP  regulation  in 
its  entirety. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5160,  to  read  as 
follows: 

§  880.5160  Therapeutic  medical  binder. 

(a)  Identification.  A  therapeutic 
medical  binder  is  a  device,  usually  made 
of  doth,  that  can  be  secured  by  ties  so 
that  it  supports  the  underlying  part  of 
the  body  and/or  holds  a  dressing  in 
place.  This  generic  type  of  device 


includes  the  abdominal  binder,  breast 
binder,  and  perineal  binder. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter,  if 
the  device  is  not  labeled  or  otherwise 
represented  as  sterile,  it  also  is  exempt 
from  the  good  manufacturing  practice 
regulation  in  Part  820  of  this  chapter, 
with  the  exception  of  §  820.180,  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Interested  persons  may,  on  or  before 
Oefober  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979 
William  F.  Randolph, 

Acting  Associate  Commissioner,  for 
Regulatory  Affairs. 

(t'K  Doc.  79-ZG059  Filed  8-23-79;  8:4S  am] 

BlIXING  CODE  4110-03-M 


[21  CFR  Part  880] 

(Docket  No.  78N-1297] 

Medical  Devices;  Classification  of  Burn 
Sheets 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  burn  sheets  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
.-Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 


49879 


Federal  Register  /  Vol.  44.  No.  166  /  Friday,  August  24,  1979  /  Proposed  Rules 


ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT*. 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
{HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classfication  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendations  regarding  the 
classification  of  bum  sheets: 

1.  Identification:  A  bum  sheet  is  a  device 
made  of  a  porous  material  that  is  wrapped 
around  a  burn  victim  to  provide  warmth  or  a 
barrier  against  contaminants. 

2.  Recommended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

.1.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
burn  sheets  be  classified  into  class  1  because 
the  Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device. 

The  Panel  also  recommends  that  the  label 
state  whether  the  device  is  nonflammable, 
does  not  .shed,  is  sufficiently  porous  to  allow 
passage  of  air  and  moisture  but  impermeable 
to  fluids,  does  not  tear,  and  is  sterili/able. 

The  Panel  also  recommends  that  the  label 
have  instructions  for  sterilizing  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health — Infection:  If  the  device 
lb  labeled  as  sterile  and  it  is  not  sterile, 
pathogenic  organisms  may  cause  an  infection 
in  the  patient. 

Proposed  Classirication 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
the  bum  sheet  be  classified  into  class  I 
(general  controls)  with  no  exemptions. 
FDA  agrees  with  the  Panel’s  labeling 
recommendations.  However,  FDA  is 
deferring  a  decision  on  whether  the 
labeling  should  be  voluntary  or 
mandatory  until  additional  information 
is  obtained.  The  agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 


U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5180,  to  read  as 
follows: 

§  880.5180  Burn  sheet. 

(a)  Identification.  A  burn  sheet  is  a 
device  made  of  a  porous  material  that  is 
wrapped  around  a  burn  victim  to 
provide  warmth  or  a  barrier  against 
contaminants. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doa  79-26060  Filed  9-23-79:  8:4.'5  am) 
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121  CFR  Part  880] 

(Docket  No.  78N-1298] 

(Medical  Devices;  Classification  of 
Intravascular  Catheters 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  intravascular  catheters  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendations  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Cardiovascular  Device  Classification 
Panel  that  intravascular  catheters  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 


based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20856. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910.  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Cardiovascular  Device  Classification 
Panel,  FDA  advisory  committees,  made 
the  following  recommendations 
regarding  the  classification  of 
intravascular  catheters: 

1.  Identification:  An  intravascular  catheter 
is  a  device  consisting  of  a  slender  tube 
constructed  of  metal,  rubber,  or  plastic,  that 
is  inserted  into  the  patient’s  vascular  system 
for  short-term  use  (less  than  30  days)  to 
sample  blood,  monitor  blood  pressure,  or 
administer  fluids  intravenou.sly.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  identified  this  generic 
type  of  device  under  the  names 
"intravascular  catheter”  and  “umbilical 
artery  chatheter.”  The  Cardiovascular  Device 
Classification  Panel  identified  this  generic 
type  of  device  under  the  name  "long-term 
vascular  catheter.” 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  Recommends  that 
establishing  a  performance  standard  for  this 
device  be  a  low  priority.  The  Cardiovascular 
Device  Classification  Panel  recommends  that 
establishing  a  performance  standard  fur  tis 
device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation;  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  the  intravascular  catheter 
be  classified  into  class  II  because  the  device 
contacts  the  patient's  vascular  system,  and 
standards  are  necessary  to  assure  that  the 
material  used  in  the  device  is  compatible 
with  body  tissues  and  blood.  The  Panel  also 
recommends  that  the  device  be  flexible, 
sterile,  and  radiopaque,  and  that  it  have 
standard  diameters.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  these  characteristics.  In 
addition,  the  labeling  should  state  whether  , 
the  device  is  sterilizable  or  sterile  disposable, 
and  state  the  internal  and  external  diameters 
of  the  catheter'.  The  Panel  recommends  that 
the  device  be  used  only  by,  or  on  the  order  of. 
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a  physician.  The  Cardiovascular  Device 
Classification  Panel  recommends  that  the 
long-term  vascular  catheter  be  classified  into 
class  II  because  the  materials  used  in  this 
life-supporting  device  should  meet  a 
generally  accepted,  satisfactory  level  of 
tissue  and  blood  compatibility,  surface  finish, 
cleanliness,  and  mechanical  performance. 

The  long-term  vascular  catheter  is  in  direct 
contact  with  the  bloodstream  for  extended 
periods  of  time  (but  less  than  30  days].  In 
addition,  the  Panel  believes  that  the  catheter 
tip  should  be  designed  to  minimize  the  risk  of 
vessel  perforation  or  rupture.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that, 
although  the  device  is  life  supporting, 
sufficient  scientific  and  medical  data  exist  on 
the  basis  of  which  adequate  standards  can  be 
established  to  assure  the  device's  safety  and 
effectiveness.  Both  panels  believe  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device,  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendations  are  based;  Both  Panels 
based  their  recommendations  on  the  Panel 
members’  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Blood  vessel 
occlusion:  Breakage  of  the  catheter  due  to 
poor  mechanical  properties  of  the  device 
materials  could  cause  blood  vessel  occlusion, 
(b)  Adverse  tissue  reaction:  If  the  material 
used  in  the  device  is  not  compatible  with 
body  tissue,  an  adverse  tissue  reaction  could 
occur,  (c)  Thromboembolic  complications:  If 
the  material  used  in  the  device  is  not 
compatible  with  blood,  there  could  be 
thromboembolic  complications,  (d)  Blood 
vessel  rupture:  If  the  catheter  size  is  not 
indicated  correctly,  a  catheter  may  be  used 
that  is  too  large  for  the  blood  vessel  and 
rupture  the  vessel.  Also,  if  the  catheter  is  too 
stiff,  it  may  rupture  the  vessel,  (e)  Infection; 
The  introduction  of  pathogenic  organisms 
associated  with  a  nonsterile  device  may 
cause  an  infection  in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panels’ 
recommendations  and  is  proposing  that 
intravascular  catheters  be  classified  into 
class  II  (performance  standards).  The 
agency  has  reviewed  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  for  the  intravascular  catheter  and 
the  umbilical  artery  catheter,  and  the 
recommendation  of  the  Cardiovascular 
Panel  for  the  long-term  vascular  catheter 
and  has  concluded  that  the  device 
should  be  named  “intravascular 
catheter"  and  its  classification  be 
published  in  the  part  of  the  Code  of 
Federal  Regulations  for  General 
Hospital  and  Personal  Use  Devices.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 


presented  by  the  device.  A  performance 
standard  would  proyide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  Although 
this  device  is  life  supporting,  the  agency 
believes  that  premarket  approval  is 
unnecessary  for  this  device  because 
there  is  sufficient  information  to 
establish  a  standard  for  this  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5200,  to  read  as 
follows: 

§  880.5200  Intravascular  catheter. 

(a)  Identification.  An  intravascular 
catheter  is  a  device  consisting  of  a 
slender  tube  constructed  of  metal, 
rubber,  or  plastic,  that  is  inserted  into 
the  patient’s  vascular  system  for  short¬ 
term  use  (less  that  30  days)  to  sample 
blood,  monitor  blood  pressure,  or 
administer  fluids  intravenously. 

(b)  Classificaticn.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979. 

Wiiliam  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IfR  Doc.  79-20061  Filed  8-23-79;  8:45  amj 
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[21  CFR  Part  880] 

(Docket  No.  78N-12991 

Medical  Devices;  Classification  of 
Intravenous  Catheter  Securement 
Devices 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  conunent  a  proposed  regulation 
classifying  intravenous  catheter 
securement  devices  into  class  I  (general 
controls).  FDA  is  also  publishing  the 


recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Springs.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  intravenous  catheter 
securement  devices: 

1.  Identification;  An  intravenous  catheter 
securement  device  is  a  device  with  an 
adhesive  backing  that  is  placed  over  a  needle 
or  catheter  and  is  used  to  keep  the  hub  of  the 
needle  or  the  catheter  flat  and  securely 
anchored  to  the  skin. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
the  intravenous  catheter  securement  devices 
be  classified  into  class  I  because  the  Panel 
believes  that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of.  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Inappropriate 
therapy:  If  the  device  is  not  securely  attached 
to  the  skin,  the  needle  or  catheter  could  slip 
out  of  the  blood  vessel,  resulting  in  loss  of 
therapy  that  may  be  critical  to  the  patient,  (b) 
Skin  irritation:  The  adhesive  backing  on  the 
device  may  irritate  the  skin. 
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Proposed  Classincation 

FDA  agrees  with  the  Panel 
recommendtion  and  is  proposing  that 
intravenous  catheter  securement 
devices  be  classified  into  class  1 
(general  controls)  with  no  exemptions. 
The  agency  is  concerned  about  possible 
vessel  trauma  if  the  intravenous 
catheter  securement  device  fails  to 
anchor  the  needle  or  the  catheter  to  the 
skin  and  the  needle  on  the  catheter 
moves  after  insertion.  The  agency 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5210,  to  read  as 
follows: 

§  880.5210  Intravenous  catheter 
securement  device. 

(a)  Identification.  An  intravenous 
catheter  securement  device  is  a  device 
with  an  adhesive  backing  that  is  placed 
over  a  needle  or  catheter  and  is  used  to 
keep  the  hub  of  the  needle  or  the 
catheter  flat  and  securely  anchored  to 
the  skin. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers* 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  7»-260e2  Filed  8-23-79:  8:45  am) 

BILUNG  CODE  4110-03-M 

[21  CFR  Part  880] 

[DockBtNo.  78N-1301] 

Medical  Devices;  Classification  of 
Adhesive  Tapes  and  Bandages 

agency:  Food  and  Drug  Administration. 


action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  adhesive  tapes  and  bandages 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
General  and  Plastic  Surgery  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L,  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
General  and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  with  respect  to  the 
classification  of  adhesive  tapes  and 
bandages: 

1.  Identification:  An  adhesive  tape  and 
bandage  is  a  device  which  consists  of  a  strip 
of  material  or  plastic,  coated  on  one  side  with 
an  adhesive,  and  may  Include  a  pad  of 
surgical  dressing  without  a  disinfectant.  The 
device  is  used  to  cover  and  protect  wounds, 
to  hold  together  the  skin  edges  of  a  wound,  to 
support  an  injured  part  of  the  body,  and  to 
secure  objects  to  the  skin.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  identified  this  generic 
type  of  device  under  the  name  "adhesive 
strip  skin  closure.”  The  General  and  Plastic 
Surgery  Device  Classification  Panel  identified 
this  generic  type  of  device  under  the  name 
“adhesive  tape  and  bandage.” 


2.  Recommended  classification:  Class  I 
(general  controls).  Both  Panels  recommend 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendations:  Both  Panels  recommend 
that  the  device  be  classified  into  class  I 
because  the  Panels  believe  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  Also,  the  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  the  adhesive  material  used 
in  the  device  be  hypoallergic,  to  reduce  skin 
irritations,  and  that,  the  device  be  porous,  to 
allow  the  passage  of  air  and  moisture. 

4.  Summary  of  data  on  which  the 
recommendations  are  based:  Both  Panels 
based  their  recommendations  on  the  Panel 
members'  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  Both  Panels  identified 
the  following  risk  to  health:  Skin  irritation: 
The  adhesive  material  used  on  the  strip  may 
irritiate  the  skin. 

Proposed  Classification 

FDA  agrees  with  the  Panels’ 
recommendations  and  is  proposing  that 
adhesive  tapes  and  bandages  be 
classified  into  class  I  (general  controls) 
with  no  exemptions,  llie  agency  has 
reviewed  the  recommendations  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  for  adhesive 
strip  skin  closures  and  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  for  adhesive  tapes  and  bandages 
and  has  concluded  that  the  device 
should  be  named  “adhesive  tapes  and 
bandages”  and  its  classification  be 
published  in  the  part  of  the  Code  of 
Federal  Regulations  for  General 
Hospital  and  Personal  Use  Devices.  The 
agency  is  concerned  that  if  the  device  is 
labeled  as  sterile  and  it  is  not  sterile, 
then  there  is  a  possibility  of  an  infection 
in  the  patient.  However,  the  agency 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the  . 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5240,  to  read  as 
follows: 

§  880.5240  Adhesive  tape  and  bandage. 

(a)  Identification.  An  adhesive  tape 
and  bandage  is  a  device  which  consists 
of  a  strip  of  material  or  plastic,  coated 
on  one  side  with  an  adhesive,  and  may 
include  a  pad  of  surgical  dressing 
without  a  disinfectant.  The  device  is 
used  to  cover  and  protect  wounds,  to 
hold  together  the  skin  edges  of  a  wound, 
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to  support  an  injured  part  of  the  body, 
and  to  secure  objects  to  the  skin. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may.  on  or  before 
October  23. 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated;  August  9. 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  79-26063  Filed  8-23-79;  8:45  am) 

BILLING  CODE  4110-03-M 


[21CFR  Part  880] 

[Docket  No.  78N-1302] 

Medical  Devices;  Classification  of 
Neonatal  Eye  Pads 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  neonatal  eye  pads  into  class 
I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  The  written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane.  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical 
Devices,  (HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 


Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION*. 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  neonatal  eye  pads: 

1.  Identification:  A  neonatal  eye  pad  is  an 
opaque  device  used  to  cover  and  protect  the 
eye  of  an  infant  during  therapeutic 
procedures,  such  as  phototherapy. 

2.  Recommended  classification:  Class  I 
[general  controls).  The  Panel  recommends 
that  this  device,  if  it  is  not  labeled  as  sterile, 
be  exempt  from  the  good  manufacturing 
practice  regulation  under  section  520(f)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
neonatal  eye  pads  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act,  if  the  device  is  not 
labeled  as  sterile,  because  the  Panel  believes 
that  the  quality  of  the  device  is  easily 
discernible  and  that  defects  are  readily 
apparent  to  the  user.  The  Panel  also 
recommends  that  manufacturers  voluntarily 
assure  that  the  device  is  nonirritating  and 
impenetrable  to  light  rays.  Furthermore,  the 
Panel  believes  that  proper  cleaning 
instructions  should  be  provided  in  the 
labeling. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health;  Infection:  If  the  device  is 
labeled  as  sterile  and  it  is  not  sterile, 
pathogenic  organisms  could  cause  an 
infection  in  the  patient. 

Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
neonatal  eye  pads  be  classified  into 
class  I  (general  controls)  because  the 
agency  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
neonatal  eye  pad  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  who  does 
not  label  or  otherwise  represent  it  as 


sterile  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements,  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  §  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§§  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  a 
neonatal  eye  pad,  even  when  it  is  not 
labeled  or  otherwise  represented  as 
sterile,  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  neonatal  eye  pad 
must  still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has  a 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate.  A 
manufacturer  of  a  neonatal  eye  pad  that 
is  labeled  or  otherwise  represented  as 
sterile  is,  in  the  manufacture  of  this 
device,  subject  to  the  GMP  regulation  in 
its  entirety. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5270,  to  read  as 
follows: 

§  880.5270  Neonatal  eye  pad. 

(a)  Identification.  A  neonatal  eye  pad 
is  an  opaque  device  used  to  cover  and 
protect  the  eye  of  an  infant  during 
therapeutic  procedures,  such  as 
phototherapy. 

(b)  Classification.  Class  I  (general 
controls).  If  the  device  is  not  labeled  or 
otherwise  represented  as  sterile,  it  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820  of  this 
chapter,  with  the  exception  of  §  820.180, 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
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Administration,  Rm.  4-65,  5600  Fishers  ' 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  /fairs. 

FR  Doc.  79-26064  Filed  8-23-79:  8:45  am) 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1303] 

Medical  Devices;  Classification  of 
Medical  Absorbent  Fibers 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  medical  absorbent  fibers  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration.  Rm.  4- 
65,  5600  Fishers  Lane.  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910.  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 


background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  medical  absorbent 
fibers: 

1.  Identification:  A  medical  absorbent  fiber 
is  a  device  made  from  cotton  or  synthetic 
fiber  in  the  shape  of  a  ball  or  pad  used  for 
applying  medication  to,  or  absorbing  small 
amounts  of  body  fluids  from,  the  patient’s 
body  surface. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
medical  absorbent  fibers  be  classified  info 
class  I  because  the  Panel  believes  that  the 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  upon  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device.  The  Panel 
members  believe  that  the  device  should  meet 
United  States  Pharmacopeia  requirements  for 
the  absorbency  and  purity  of  absorbent 
cotton. 

5.  Risks  to  health:  (a)  Tissue  irritation: 
Tissue  irritation  could  occur  if  the  material  is 
impure  or  sheds,  (b)  Infection:  If  the  device  is 
labeled  as  sterile  and  it  is  not  sterile, 
pathogenic  organisms  could  cause  infection 
in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
medical  absorbent  fibers  be  classified 
into  class  I  (general  controls)  with  no 
exemptions.  The  agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5300.  to  read  as 
follows: 

§  880.5300  Medical  absorbent  fiber. 

(a)  Identification.  A  medical 
absorbent  fiber  is  a  device  made  from 
cotton  or  synthetic  fiber  in  the  shape  of 
a  ball  or  a  pad  used  for  applying 
medication  to,  or  absorbing  small 
amounts  of  body  fluids  from,  the 
patient’s  body  surface. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 


Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  /fairs. 

(FR  Doc.  79-26065  Filed  8-23-79:  8:45  ami 

BILLING  CODE  4110-03-M 


(21  CFR  Part  880] 

(Docket  No.  78N-1305I 

Medical  Devices;  Classification  of 
Infant  Oxygen  Hoods 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  infant  oxygen  hoods  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices,  after  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration.  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910.  301-427- 
7555. 
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SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  reggarding  the 
classification  of  infant  oxygen  hoods: 

1.  Identification:  An  infant  oxygen  hood  is 
a  device  consisting  of  a  rigid  transparent 
enclosure  with  an  open  bottom  placed  over 
an  infant’s  head.  The  device  is  connected  to 
an  external  source  of  oxygen  to  maintain  an 
oxygen-rich  atmosphere  for  the  infant. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food.  Drug,  and  Cosmetic  act  (21 
U.S.C.  360(k)),  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
infant  oxygen  hoods  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  this 
device  be  exempt  from  premarket  notification 
under  section  510(k)  of  the  act  because  the 
Panel  believes  that  FDA  does  not  need  to 
receive  premarket  notification  of  a 
manufacturer's  intent  to  market  this  simple 
device.  The  Panel  recommends  that  this 
device  be  exempt  from  the  good  • 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  that  defects  are  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 
Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
infant  oxygen  hoods  be  classified  into 
class  1  (general  controls)  because  the 
agency  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  extenral 
oxygen  source  to  which  infant  oxygen 
hoods  are  connected  is  subject  to 
regulations  applicable  to  inhaled  gases. 

The  agency  disagrees  with  the  Panel 
recommendation  that  manufacturers  of 
infant  oxygen  hoods  be  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act.  Under  section  10(g)(4) 
of  the  act,  the  agency  may  exempt  a 
manufacturer  from  complaince  with 
section  510  of  the  act  only  upon  a 
finding  that  compliance  is  not  necessary 
for  the  protection  of  the  public  health.  In 


the  case  of  infant  oxygen  hoods,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  require  manufacturers 
of  this  device  to  register  and  to  list  their 
products  with  FDA.  so  that  the  agency 
can  identify  the  firms  and  products  that 
it  regulates  and  can  conduct  necessary 
inspections  and  investigations 
concerning  safety,  effectiveness, 
adulteration,  or  misbranding.  Premarket 
notification  by  these  manufacturers 
assures  that  FDA  learns  of  new 
products,  and  of  significant 
modifications  of  existing  products,  for 
which  premarket  approval  is  required. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
an  infant  oxygen  hood  be  exempt  from 
the  device  good  manufacturiqg  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacturer  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  an  infant  oxygen  hood 
must  still  be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of  an 
infant  oygen  hood  must  still  be  required 
to  comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufactuer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  an*d  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5375,  to  read  as 
follows: 


§  880.5375  Infant  oxygen  hood. 

(a)  Identification.  An  infant  oxygen 
hood  is  a  device  consisting  of  a  rigid 
transparent  enclosure  with  an  open 
bottom  placed  over  an  infant’s  head. 

The  device  is  connected  to  an  external 
source  of  oxygen  to  maintain  an  oxygen- 
rich  atmosphere  for  the  infant. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may.  on  or  before 
October  23. 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  7»-26066  Filed  8-23-79;  8:45  am) 
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[21  CFR  Part  880] 

(Docket  No.  78N-13061 

Medical  Devices;  Classification  of 
Neonatal  Incubators 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  neonatal  incubators  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  It  is  proposed  that  the  final 
regulation  based  on  this  proposal 
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become  effective  30  days  after  the  date 
of  its  publication  in  the  Federal  Register. 
ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857.  . 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  neonatal  incubators: 

1.  Identification;  A  neonatal  inculjafor  is  a 
device  consisting  of  a  rigid  boxlike  enclosure 
in  which  an  infant  may  be  kept  in  a 
controlled  environment  for  medical  care.  The 
device  may  include  an  AC-powered  heater,  a  ‘ 
fan  to  circulate  the  warmed  air,  a  container 
for  water  to  add  humidity,  a  control  valve 
through  which  oxygen  may  be  added,  and 
access  ports  for  nursing. 

2.  Recommended  classification;  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
neonatal  incubators  be  classified  into  class  II 
because  the  Panel  believes  that  although  the 
device  is  life  sustaining  and  life  supporting, 
sufficient  scientific  and  medical  data  exist  to 
establish  an  adequate  performance  standard 
governing  the  safely  and  effectiveness  of  the 
device,  'l^e  Panel  recommends  that  the 
standard  address  noise  levels,  electrical 
safely,  accuracy  and  reliability  of 
temperature  control,  and  accuracy  of  oxygen 
delivery.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel  also 
recommends  that  the  labeling  provide 
instructions  for  cleaning  and  sterilizing  the 
device.  In  addition,  the  Panel  recommends 
that  the  device  be  used  only  by  or  on  the 
order  of  a  physician.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device,  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device.  The  Panel  also 
based  its  recommendation  on  the  infant 
warmer  and  incubator  standard  developed  by 
the  Emergency  Care  Research  Institute  under 
contract  with  FDA  (Ref.  /). 


5.  Risks  to  health;  (a)  Hearing  loss;  If  noise 
levels  of  the  air  fan  are  not  controlled,  the 
infant  may  suffer  hearing  loss,  (b)  Electrical 
shock;  Improper  design  and  construction  or 
device  malfunction  can  result  in  electrical 
shock,  (c)  Hypothermia  or  hyperthermia;  If 
the  temperature  level  in  the  device  is  not 
adequately  controlled.  Hypothermia 
(lowering  of  body  temperature  below  98.6’  F) 
or  hyperthermia  (elevation  of  body 
temperature  above  98.6°  F)  in  the  infant  could 
result,  (d)  Hyperoxia  or  hypoxia;  If  the  flow 
meters  in  the  device  do  not  accurately  control 
the  amount  of  oxygen  delivered,  the  infant 
may  suffer  hyperoxia  (excessive  oxygen  in 
body  tissues]  or  hypoxia  (inadequate  oxygen 
in  body  tissues),  which  could  lead  to 
retrolental  fibroplasia  (blindness  and  other 
eye  damage)  and  possible  brain  damage,  (e) 
Infection;  If  the  device  is  not  able  to  be 
cleaned  and  sterilized  properly,  there  is  a  risk 
to  the  infant  of  infection. 

Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
neonatal  incubators  be  classified  into 
class  II  (performance  standards).  The 
Agency  recognizes  that  neonatal 
incubators  have  been  successfully  used 
in  neonatal  care  for  many  years.  In 
appropriate  applications,  the  benefits  of 
the  use  of  this  device  far  outweigh  the 
risks.  The  agency  agrees  with  the 
Panel’s  belief  that,  although  the  device 
is  Ufe  sustaining  and  life  supporting, 
sufficient  scientific  and  medical  data 
exist  to  establish  a  standard  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA 
believes  that  a  performance  standard  is 
necessary  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  “The  Development  of  a  Standard  for 
Infant  Warmers  and  Incubators."  Final 
Report,  Emergency  Care  Research  Institute. 
Plymouth  Meeting,  PA,  September  1976. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1).  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5400.  to  read  as 
follows: 

§  880.5400  Neonatal  incubator. 

(a)  Identification.  A  neonatal 
incubator  is  a  device  consisting  of  a 
rigid  boxlike  enclosure  in  which  an 
infant  may  be  kept  in  a  controlled 
environment  for  medical  care.  The 


device  may  include  an  AC-powered 
heater,  a  fan  to  circulate  the  warmed  air. 
a  container  for  water  to  add  humidity,  a 
control  valve  through  which  oxygen  may 
be  added,  and  access  ports  for  nursing. 

(b)  Classification.  Class  11 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies- of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  offiqe  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated;  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IKR  Doc.  79-26067  Filed  8-a»-79;  8:4.5  ami 
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121  CFR  Part  880] 

(Docket  No.  78N-1307] 

Medical  Devices;  Classification  of 
Neonatal  Transport  Incubators 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  Rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  neonatal  transport 
incubators  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments.  FD.A 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration.  Rm.  4- 
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65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  and  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  neonatal  transport 
incubators: 

.  Identification:  A  neonatal  transport 
incubator  is  a  device  consisting  of  a  portable 
rigid  boxlike  enclosure  with  insulated  walls 
in  which  an  infant  may  be  kept  in  a 
controlled  environmental  while  being 
transported  for  medical  care.  The  device  may 
include  straps  to  secure  the  infant,  a  battery- 
operated  heater,  an  AC-powered  battery 
charger,  a  fan  to  circulate  the  warmed  air,  a 
container  for  water  to  add  humidity,  and 
provision  for  a  portable  oxygen  bottle. 

2.  Recommended  classification:  Class  11 
(performance  standards].  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
neonatal  transport  incubators  be  classified 
into  class  II  because  the  Panel  believes  that, 
although  the  device  is  life  sustaining  and  life 
supporting,  sufficient  scientific  and  medical 
data  exist  to  establish  an  adequate 
performance  standard  to  assure  the  safety 
and  effectiveness  of  the  device.  The  Panel 
recommends  that  the  standard  address  noise 
levels,  electrical  safety,  accuracy  and 
reliability  of  temperature  control,  and 
accuracy  of  oxygen  delivery.  The  Panel  also 
recommends  that  the  duration  of  the  device’s 
portable  power  supply  last  at  least  1  hour, 
that  the  device  be  designed  to  minimize 
radiant  heat  loss,  and  that  the  device  include 
restraining  belts  for  the  infant.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficent  control  over  the  device 
characteristics.  The  Panel  also  recommends 
that  the  labeling  provide  instructions  for 
cleaning  and  sterlilizing  the  device.  In 
addition,  the  Panel  recommends  that  the 
device  be  used  only  by  or  on  the  order  of  a 
physician. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device.  *1116  Panel  also 
based  its  recommendation  on  the  infant 
warmer  and  incubator  standard  developed  by 
the  Emergency  Care  Research  Institute  under 
contract  with  FDA  (Ref.  i). 


5.  Risks  to  health;  (a]  Infant  fatality: 

Because  the  device  provides  total  support  to 
the  infant,  a  failure  of  its  power  source  could 
result  in  death,  (b)  Radiant  heat  loss:  If  the 
device  is  not  designed  to  minimize  radiant 
heat  loss,  the  patient  could  become 
hypothermic,  (c)  Injury  during  transportation: 

If  restraining  belts  are  not  included  with  the 
device  to  secure  the  infant,  there  is  p 
possibility  of  injury  during  transportation,  (d) 
Hearing  loss;  If  noise  levels  of  the  air  fan  are 
not  controlled,  the  infant  may  suffer  hearing 
loss. 

(e)  Electrical  shock:  Improper  device  design 
and  construction  or  device  malfunction  can 
result  in  electrical  shock,  (f)  Hypothermia  or 
hyperthermia:  If  the  temperature  level  in  the 
device  is  not  adequately  controlled, 
hypothermia  or  hyperthermia  in  the  infant 
could  result,  (g)  Hyperoxia  or  hypoxia:  If  the 
flow  meters  in  the  device  do  not  accurately 
control  the  amount  of  oxygen  delivered,  the 
infant  may  suffer  hyperoxia  (excessive 
oxygen  in  body  tissues)  or  hypoxia 
(inadequate  oxygen  in  body  tissues),  which 
could  lead  to  retrolental  fibroplasia 
(blindness  and  other  eye  damage)  and 
possible  brain  damage,  (h)  Infection:  If  the 
device  is  not  able  to  be  cleaned  and  sterilized 
properly,  there  is  a  risk  to  the  infant  of 
infection. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  its  proposing  that 
neonatal  transport  incubators  be 
classified  into  class  11  (performance 
standards).  The  agency  recognizes  that 
neonatal  transport  incubators  have  been 
successfully  used  in  neonatal  care  for 
many  years.  In  appropriate  applications, 
the  benefits  of  using  this  device  far 
outweigh  the  risks.  The  agency  agrees 
with  the  Panel’s  belief  that,  although  the 
device  is  life  sustaining  and  life 
supporting,  sufficient  scientific  and 
medical  data  exist  to  establish  a 
standard  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA 
believes  that  a  performance  standard  is 
necessary  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m,  to  4  p.m., 
Monday  through  Friday. 

1.  “The  Development  of  a  Standard  for 
Infant  Warmers  and  Incubators,"  Final 
Report.  Emergency  Care  Research  Institute. 
Plymouth  Meeting.  PA,  September  1976. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 


by  addirig  new  §  880.5410,  to  read  as 
follows: 

§  880.5410  Neonatal  transport  incubator. 

(a)  Identification.  A  neonatal 
transport  incubator  is  a  device 
consisting  of  a  portable  rigid  boxlike 
enclosure  with  insulated  walls  in  which 
an  infant  may  be  kept  in  a  controlled 
environment  while  being  transported  for 
medical  care.  The  device  may  include 
straps  to  seciu^  the  infant,  a  battery- 
operated  heater,  an  AC-powered  battery 
charger,  a  fan  to  circulate  the  warmed 
air,  a  container  for  water  to  add 
humidity,  and  provision  for  a  portable 
oxygen  bottle. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(KR  Doc.  79-2«)6B  Filed  8-23-79:  8>J5  ami 

BILLING  CODE  4110-03-M 


(21  CFR  Part  880] 

(Docket  No.  78N-1380I 

Medical  Devices;  Classification  of 
Pressure  Infusors  for  I.V.  Bags 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  pressure  infusors  for  I.V. 
bags  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  and  the  Anesthesiology  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
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actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  The  written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical 
Devices,  {HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  and  the 
Anesthesiology  Device  Classification 
Panel,  FDA  advisory  committees,  made 
the  following  recommendation  regarding 
the  classification  of  pressure  infusors  for 
I.V.  bags: 

1.  Identification:  A  pressure  infusor  for  an 
I.V.  bag  is  a  device  consisting  of  an  inflatable 
cuff  which  is  placed  around  an  I.V.  bag. 

When  the  device  is  inflated,  it  increases  the 
pressure  on  the  I.V.  bag  to  assist  the  infusion 
of  the  fluid.  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
identified  this  generic  type  of  device  under 
the  name  “intravenous  (I.V.)  bag  pressure 
infusion  device.”  The  Anesthesiology  Device 
Classification  Panel  identified  this  generic 
type  of  device  under  the  name  “manual 
infusion  apparatus.” 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
establishing  a  performance  standard  for  this 
device  be  a  medium  priority.  The 
Anesthesiology  Device  Classification  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  Both  Panels  recommend 
that  pressure  infusors  for  I.V.  bags  be 
classified  into  class  II  because  the  Panels 
believe  that  a  performance  standard  is 
needed  for  this  device  to  assure  accuracy  in 
the  amount  of  pressure  exerted  by  the  device 
on  the  bag.  The  Panels  believe  that  general 
controls  would  not  provide  sufficient  control 
over  this  characteristic.  The  Panels  believe 
that  a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 

,  effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a 
performance  standard  to  provide  such 
assurance. 


4.  Summary  of  data  on  which  the 
recommendations  are  based:  The  Panels 
based  their  recommendations  on  the  Panel 
members’  personal  knowledge  of,  and  clinical 
experience  with,  the  device.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  also  based  its 
recommendation  on  an  article  in  the 
literature  that  describes  a  device  for 
maintaining  constant  pressure  in  a  pressure 
infusor  (Ref.  1). 

5.  Risks  to  health:  (a)  Inappropriate 
therapy:  If  the  cuff  is  not  large  enough  to 
exert  even  pressure  on  the  I.V.  bag,  or  if  the 
valve  or  connectors  in  the  cuff  fail,  the  flow 
rate  may  decrease  causing  inappropriate 
therapy.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel  identified  the 
following  additional  risk  to  health:  (b)  Air 
embolism:  Overinflation  of  the  device  may 
cause  the  plastic  I.V.  bag  to  rupture  and 
allow  air  to  be  infused,  resulting  in  air 
embolism. 

Proposed  Classincation 

FDA  agrees  with  the  Panel’s 
recommendations  and  is  proposing  that 
the  pressure  infusor  for  I.V.  bags  be 
classified  into  class  II  [performance 
standards).  The  agency  has  reviewed 
the  recommendation  of  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  for  the  intravenous 
(I.V.)  bag  pressure  infusion  device  and 
the  recommendation  of  the 
Anesthesiology  Device  Classification 
Panel  for  the  manual  infusion  apparatus 
and  has  concluded  that  the  device 
should  be  named  “pressure  infusor  for 
I.V.  bags’’  and  its  classification  be 
published  in  the  part  of  the  Code  of 
Federal  Regulations  for  General 
Hospital  and  Personal  Use  Devices.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  for  this  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m.. 
Monday  through  Friday. 

1.  Houghton,  I.  T.,  “A  Constant  Pressure 
Infusor,”  Anaesthesia,  31:73-75, 1976. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  P 


by  adding  new  §  880.5420,  to  read  as 
follows: 

§  880.5420  Pressure  Insusor  for  an  I.V. 
bag. 

(a)  Identification.  A  pressure  infusor 
for  an  I.V.  bag  is  a  device  consisting  of 
an  inflatable  cuff  which  is  placed 
around  an  I.V.  bag.  When  the  device  is 
inflated,  it  increases  the  pressure  on  the 
I.V.  bag  to  assist  the  infusion  of  the 
fluid. 

(b)  Classification.  Class  II 
(performance  standanis). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identiHed  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

{FR  Doc.  79-26069  Filed  8-23-79: 8:45  amj 

eiLUNG  CODE  4110-03-M 


(21  CFR  Part  880] 

[Docket  No.  78N-1308] 

Medical  Devices;  Classification  of 
Nonelectrically  Powered  Fluid 
injectors 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  nonelectrically  powered  fluid 
injectors  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments.  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  23. 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
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30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Healtli, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  nonelectrically  powered 
fluid  injectors: . 

1.  IdentiHcation:  A  nonelectrically  powered 
fluid  injector  is  a  nonelectrically  powered 
device  used  to  give  a  hypodermic  injection  by 
means  of  a  narrow,  high  velocity  jet  of  fluid 
which  can  penetrate  the  surface  qf  the  skin 
and  deliver  the  fluid  to  the  body.  It  may  be 
used  for  mass  inoculations. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
nonelectrically  powered  fluid  injectors  be 
classiHed  into  class  11  because  the  Panel 
believes  that  a  performance  standard  is 
needed  for  this  device  to  assure  the  accuracy 
of  the  amount  of  fluid  administered  to  the 
patient  and  the  accuracy  of  the  pressure  of 
the  injection.  The  Panel  believes  that  general 
controls  would  not  provide  sufhcient  control 
over  these  characteristics.  The  Panel  believes 
that  a  standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance.  The  Panel 
recommends  that  FDA  determine  which 
drugs  can  be  administered  with  this  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members* 
personal  knowledge  of.  and  clinical 
experience  with,  the  device,  manufacturers' 
presentations  and  data  presented  at  the 
November  6, 1978  Panel  meeting  (Ref.  ?),  and 
articles  in  the  literature  which  evaluate  the 
use  of  jet  injectors  for  mass  immunizations 
(Refs.  2  through  5). 

5.  Risks  to  health:  (a)  Inappropriate 
therapy:  If  the  amount  of  fluicf  administered 
to  the  patient  is  inaccurate,  the  patient  w'ill 
receive  inappropriate  therapy.  Also,  if  the 
pressure  of  the  injection  is  inaccurate,  fluid 

.  may  be  injected  at  a  different  level  below  the 


surface  of  the  skin  from  that  intended.  This 
could  alter  the  absorption  of  the  fluid,  which 
could  lead  to  inappropriate  therapy. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
nonelectrically  powered  fluid  injectors 
be  classified  into  class  II  (performance 
standards).  The  agency  has  reviewed 
the  Panel  recommendation  that  FDA 
determine  which  drugs  can  be 
administered  with  this  device  and  has 
determined  that  each  drug  must  be 
considered  individually  for 
administration  with  nonelectrically 
powered  fluid  injectors.  The  agency  will 
consider  at  a  later  date  which  drugs  can 
be  administered  with  the  device.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  performance 
standard  to  provide  this  assurance. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m  to  4  p.m., 
Monday  through  Friday. 

1.  Minutes  of  the  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
Meeting,  Washington,  DD,  Nov.  6, 1978. 

2.  Cohn,  M.  L.,  R.  A.  Chez,  et  al.,  “Use  of  Jet 
Insulin  Injection  in  Diabetes  Mellitus 
Therapy,”  Diabetes,  21(l):39-44,  January  1972. 

3.  Cohn,  M.  L.,  R.  A.  I^ngson,  et  al., 
“Clinical  Experience  with  Jet  Insulin  Injection 
in  Diabetes  Mellitus  Therapy:  A  Clue  to  the 
Pathogenesis  of  Lipodystrophy,”  Alabama 
Journal  of  Medical  Sciences,  11(3]:265 — 72, 
1974. 

4.  Millar,  J.  D.,  L  Morris,  et  al.,  “The 
Introduction  of  Jet  Injection  Mass 
Vaccination  into  the  National  Smallpox 
Eradication  Program  of  Brazil,”  Tropical  and 
Geographical  Medicine,  23:89-101, 1971. 

5.  Neufeld,  P.  D.,  and  L  Katz,  “Comparative 
Evaluation  of  Three  Jet  Injectors  for  Mass 
Immunization,”  Canadian  Journal  of  Public 
Heolth,  68:513-516,  November/December 
1977. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5430,  to  read  as 
follows: 


§  880.5430  Nonelectrically  powered  fluid 
injector. 

(a)  Identification,  A  nonelectrically 
powered  fluid  injector  Is  a 
nonelectrically  powered  device  used  to 
give  a  hypodermic  injection  by  means  of 
a  narrow,  high  velocity  jet  of  fluid  which 
can  penetrate  the  surface  of  the  skin  and 
deliver  the  fluid  to  the  body.  It  may  be 
used  for  mass  inoculations. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated;  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  79-Z6070  Filed  8-23-79: 6:45  am| 

BILLING  CODE  411(H)3-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1309] 

Medical  Devices;  Classification  of 
Intravascular  Administration  Sets 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  intravascular  administration 
sets  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendations  of  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  and  the 
Anesthesiology  Device  Classifiation 
Panel  that  this  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  infustion  line  filters,  a 
component  of  intravascular 
administration  sets,  be  classified  into 
class  I  (general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
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require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane.  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  is  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Anesthesiology  Device  Classification 
Panel.  FDA  advisory  committees,  made 
the  following  recommendations 
regarding  the  classification  of 
intravascular  administration  sets: 

1.  Identincation:  An  intravascular 
administration  set  is  a  device  used  to 
administer  fluids  from  a  container  to  a 
patient's  vascular  system  through  a  needle  or 
catheter  inserted  into  a  vein.  The  device  may 
include  the  needle  or  catheter,  tubing,  a  flow 
regulator,  a  drip  chamber,  an  infusion  line 
filter,  connectors  between  parts  of  the  set,  a 
side  tube  with  a  cap  to  serve  as  an  injection 
site,  and  a  hollow  spike  to  penetrate  and 
connect  the  tubing  to  an  I.V.  bag  or  other 
infusion  fluid  container.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  identified  this  device  as 
the  “intravascular  adminstration  set."  The 
Anesthesiology  Device  Classification  Panel 
identified  this  device  as  the  "transfusion  set" 
and  described  it  as  a  device,  sometimes  in  kit 
form,  used  to  deliver  blood  to  a  patient.  The 
General  Hospital  and  Personal  Use  Device 
Classification  Panel  identified  as  infusion 
line  filter,  a  component  of  an  intravascular 
administration  set,  as  a  device  connected  to 
the  infusion  line  tubing  to  prevent  bacteria 
and  particulates  from  entering  the  patient's 
vascular  system. 

2.  Recommended  classification:  Class  I! 
(performance  standards.)  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
establishing  a  performance  standard  for  this 
device  be  a  medium  priority.  The 
Anesthesiology  Device  Classification  Panel 


recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  recommends  that 
the  infusion  line  filter  be  classified  into  class 
I  (general  controls).  The  Panel  also 
recommends  that  there  be  no  exemptions  for 
the  infusion  line  filter. 

3.  Summary  of  reasons  for 
recommendation:  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  the  device  be  classified  into 
class  II  because  the  Panel  believes  that  a 
performance  standard  is  needed  to  assure  the 
compatibility  of  the  connectors  (components 
of  the  device  that  connect  with  other 
intravenous  devices).  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  this  characteristic.  The  Panel  . 
also  recommends  that  there  be  some 
mechanism  for  controlling  the  flow  rate  (the 
rate  at  which  the  device  permits  fluids  to 
flow  into  the  vascular  system).  The  Panel 
also  recommends  that  the  labeling  state  the 
length  of  time  that  the  infusion  line  filter  is 
effective  and  describe  the  proper  use  of  the 
filter. 

The  Anesthesiology  Device  Classification 
Panel  recommends  that  the  device  be 
classified  into  class  II  because  the  device 
must  operate  effectively  in  life-threatening 
situations.  The  Panel  notes  that  use  of 
materials  in  the  device  that  are  not 
biocompatible  may  cause  toxic,  pyrogenic,  or 
allergic  reactions,  and  recommends  a 
biocompatibility  standard  to  control  these 
hazards.  The  Panel  also  recommends  that  the 
standard  assure  the  effectiveness  of  the  filter, 
to  minimize  pulmonary  thromboembolism, 
and  that  the  device  be  designed  so  that  air 
can  be  completely  flushed  from  the  system  to 
prevent  air  emboli.  Materials  and 
connections  must  be  leakproof  to  prevent 
introduction  of  air.  Like  the  Genera!  Hospital 
and  Personal  Use  Device  Classification 
Panel,  the  Anesthesiology  Device 
Classification  Panel  believes  that 
standardization  of  connectors  also  is  needed. 
The  Panel  also  notes  that  a  nonsterile  device 
may  introduce  organisms  and  cause  infection; 
however,  use  of  a  standard  sterilization 
procedure  can  adequately  control  this 
hazard.  The  infusion  rate  should  be 
adequately  controllable  to  prevent  over  or 
under  infusion.  Both  Panels  believe  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Pane!  recommends  that  the 
infustion  line  filter  be  classified  into  class  1 
because  the  Pane!  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device. 

4.  Summary  of  data  on  which  the 
recommendations  are  based:  The  Panels 
based  their  recommendations  on  the  Panel 
members'  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  Both  Panels  identified 
the  following  risks  to  health:  (a)  Infection: 

The  spike  can  become  contaminated  and 
cause  infection  when  connecting  the  device 


to  an  infusion  fluid  container.  Contamination 
and  infection  can  occur  when  the  outside 
shield  or  cap  is  removed  to  add  medication. 
Also,  if  the  infusion  line  filter  is  ineffective  in 
removing  pathogenic  organisms,  an  infection 
could  occur,  (b)  Inappropriate  therapy:  If 
.  there  is  an  inadvertent  change  in  the  flow 
rate  because  of  a  faulty  flow-rate  controller 
or  because  the  set  has  become  discoimected, 
with  resulting  loss  of  medication, 
inappropriate  therapy  could  result,  (c) 

Adverse  tissue  reaction:  The  use  of  materials 
in  the  device  that  have  not  demonstrated 
sufficient  tissue  compatibility  may  cause  an 
adverse  tissue  raction.  (d)  Air  embolism:  If 
air  cannot  be  flushed  from  the  system  or  if  a 
leak  occurs  in  the  tubing  or  at  the  connectors, 
an  air  embolism  could  result.  The 
Anesthesiology  Device  Classification  Panel 
also  identified  the  following  additional  risk  to 
health:  (e)  Pulmonary  thromboembolism:  If 
filtration  of  the  intravascular  fluid  by  the 
device  is  inadequate,  harmful  particles  could 
enter  the  body,  causing  pulmonary 
thromboembolism. 

Proposed  Classincation 

FDA  agrees  with  the 
recommendations  of  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  and  the 
Anesthesiology  Device  Classification 
Panel  and  is  proposing  that 
intravascular  administration  sets  be 
classified  into  class  II  (performance 
standards).  The  agency  disagrees  with 
the  recommendation  of  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  that  infusion  line 
filters  be  classified  into  class  I  (general 
controls)  because  the  agency  has 
concluded  that  this  device  is  a 
component  of  intravascular 
administration  sets  and,  therefore, 
should  be  classified  in  the  same  class  as 
the  device  of  which  it  is  a  part.  The 
agency  has  reviewed  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  for  intravascular  administration 
sets  and  the  recommendation  of  the 
Anesthesiology  Device  Classification 
Panel  for  transfusion  sets  and  has 
concluded  that  the  device  should  be 
named  "intravascular  administration 
set"  and  its  classification  be  published 
in  the  part  of  the  Code  of  Federal 
Regulations  for  General  Hospital  and 
Personal  Use  Devices.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
this  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5440,  to  read  as 
follows; 

§  880.5440  Intravascular  administration 
set. 

(a)  Identification.  An  intravascular 
administration  set  is  a  device  used  to 
administer  fluids  from  a  container  to  a 
patient’s  vascular  system  through  a 
needle  or  catheter  inserted  into  a  vein. 
The  device  may  include  the  needle  or 
catheter,  tubing,  a  flow  regulator,  a  drip 
chamber,  an  infusion  line  filter, 
connectors  between  parts  of  the  set,  a 
side  tube  with  a  cap  to  serve  as  an 
injection  site,  and  a  hollow  spike  to 
penetrate  and  connect  the  tubing  to  an 
I.V.  bag  or  other  infusion  fluid  container. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m, 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-20071  Filed  9-23-79;  8;45  amj 
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[21  CFR  Part  880] 

[Docket  No.  78N-1310] 

Medical  Devices;  Classification  of 
Patient  Care  Reverse  Isolation 
Chambers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  patient  care  reverse  isolation 
chambers  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 


class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 
dates:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  patient  care  reverse 
isolation  chambers: 

1.  Identification:  A  patient  care  reverse 
isolation  chamber  is  a  device  consisting  of  a 
roomlike  enclosure  designed  to  prevent  the 
entry  of  harmful  airborne  material.  This 
device  protects  a  patient  who  is  undergoing 
treatment  for  burns  or  is  lacking  a  normal 
immunosuppressive  defense  due  to  therapy 
or  congenital  abnormality.  Tlie  device 
includes  fans  and  air  PiIterE  which  maintain 
an  atmosphere  of  clean  air  at  a  pressure 
greater  than  the  air  pressure  outside  the 
enclosure. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
patient  care  reverse  isolation  chambers  be 
classified  into  class  II  because  the  Panel 
believes  that  a  performance  standard  is 
necessary  to  assure  that  the  filters  in  the 
device  are  effective  in  preventing  the  passage 
of  microorganisms.  Performance 
characteristics,  including  the  accuracy  and 
reliability  of,  and  any  limitations  on,  the 
device's  functions,  should  be  described  in  the 
labeling.  Hospital  personnel  should  take 
precautions  to  ensure  that  dust  and  other 
particulates  do  not  plug  the  device's  filters 
and  thus  reduce  air  flow  or  change  the  air 


flow  pattern.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  these  characteristics.  The  Panel  believes 
that  a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the  • 

recommendations  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members* 
personal  knowledge  of,  and  clinical 
experience  with,  the  device.  The  Panel  also 
considered  an  article  evaluating  particulate 
air  filters  prepared  by  the  Wilinot  Castle  Co. 
under  a  contract  with  the  Jet  Propulsion 
Laboratory  (Ref.  1).  The  article  concludes 
that:  (a)  Areas  of  particulate  penetration  may 
be  related  to  increased  velocity  of  particles 
through  holes  in  the  filter  media  or  frames: 

(b)  the  efficiency  level  of  a  filter  should  be 
tested  before  each  use;  and  (c)  high  efficiency 
particulate  air  filters  having  an  efficiency 
exceeding  99.99  percent  can  remove  from  a 
gas  stream  all  particles  of  a  size  greater  than 
0.5  micrometer. 

Risks  to  health:  (a)  Infection:  If  the  device  s 
filter  is  not  effective  in  preventing  the 
passage  of  microorganisms,  microorganisms 
may  come  into  contact  with  the  patient  and 
cause  infection.  Also,  if  the  air  flow  pattern  is 
interrupted  by  dust  or  other  particulates 
plugging  the  filters  or  by  a  power  failure, 
organisms  transmitted  from  the  hospital  staff 
could  cause  infection  in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
patient  care  reverse  isolation  chambers 
be  classified  into  class  11  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above),  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Irons,  A.  S.,  “Microbiological  Evaluation 
of  High  Efficiency  Particulate  Air  (HEPA) 
Filters,”  Jet  Propulsion  Laboratories,  Space 
Programs  Summary  No.  37-43,  IV:53-5fl. 
February  28, 1967. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
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by  adding  new  §  880.5450,  to  read  as 
follows; 

§  880.5450  Patient  care  reverse  isolation 
chamber. 

(a)  Identification.  A  patient  care 
reverse  Isolation  chamber  is  a  device 
consisting  of  a  roomlike  enclosure 
designed  to  prevent  the  entry  of  harmful 
airborne  material.  This  device  protects  a 
patient  who  is  undergoing  treatment  for 
burns  or  is  lacking  a  normal 
immunosuppressive  defense  due  to 
therapy  or  congenital  abnormality.  The 
device  includes  fans  and  air  filters 
which  maintain  an  atmosphere  of  clean 
air  at  a  pressure  greater  than  the  air 
pressure  outside  the  enclosure. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  {HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|I'R  Doc.  79-2fi072  Filed  8-23-79;  8:45  am| 
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121  CFR  Part  880] 

I  Docket  No.78N*1311] 

Medical  Devices;  Classification  of  Jet 
Lavages 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  jet  lavages  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 


After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976, 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  jet  lavages: 

1.  identification:  A  jet  lavage  is  a  device 
used  to  clean  a  wound  by  a  pulsatile  jet  of 
sterile  fluid.  The  device  consists  of  the 
pulsing  head,  tubing  to  connect  to  a  container 
of  sterile  fluid,  and  a  means  of  propelling  the 
fluid  through  the  tubing,  such  as  an  electric 
roller  pump. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C.  3G0(k)j  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(1)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
the  jet  lavage  be  classified  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  this 
device  be  exempt  from  premarket  notification 
under  section  510(k)  of  the  act  because  the 
Panel  believes  that  FDA  does  not  need  to 
receive  premarket  notification  of  a 
manufacturer’s  intent  to  market  this  simple 
device.  The  Panel  recommends  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  that  defects  are  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 


personal  knowledge  of.  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Bacteremia  (the 
presence  of  bacteria  in  the  blood):  If  the 
sterile  fluid  pressure  is  too  high,  the  fluid 
impact  could  force  bacteria  into  an  open 
blood  vessel  and  bacteremia  could  result,  (b) 
Soft  tissue  trauma:  If  the  fluid  pressure  is  too 
high,  soft  tissue  trauma  may  result. 

Proposed  Classification 

FDA  disagrees  with  the  Panel 
recommendation  and  is  proposing  that 
jet  lavages  be  classified  into  class  II 
(performance  standards).  The  agency 
believes  that  a  performance  standard  is 
needed  for  this  device  because  general 
controls  alone  are  insufficient  to  control 
the  risks  to  health  presented  by  the 
device.  The  agency  believes  that  a 
performance  standard  is  needed  to 
control  the  fluid  pressure  generated  by 
the  device  to  reduce  the  risk  of 
bacteremia  and  soft  tissue  trauma. 
Because  most  of  the  devices  are  a.c. 
electrically  powered,  the  agency  also 
believes  that  the  electrical  properties  of 
the  device  must  be  controlled  through  an 
electrical  safety  standard.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

Because  the  agency  has  decided  that 
jet  lavages  should  be  classified  into 
class  II  rather  than  class  I,  the  agency  is 
not  required  to  publish  a  regulation 
adopting  or  rejecting  the  Panel 
recommendation  that  this  device  be 
exempt  from  premarket  notification 
under  section  510(k)  of  the  act  or  from 
the  good  manufacturing  practice 
regulation  under  section  520(f)  of  the  act. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
jet  lavages  be  exempt  from  all 
requirements  under  section  510  of  the 
act.  Under  section  510(g)(4),  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  upon  a  finding  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  jet  lavages, 
the  agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  require  manufacturers 
of  this  device  to  register  and  to  list  their 
products  with  FDA,  so  that  the  agency  is 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  Premarket  notification  by 
these  manufacturers  assures  that  FDA 
learns  of  new  products,  and  of 
significant  modifications  of  existing 
products,  for  which  premarket  approval' 
is  required. 

Because  the  agency  is  proposing  that 
jet  lavages  be  classified  into  class  II, 
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FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of 
jet  lavages  be  exempt  from  the  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(0  of  the  act. 
The  agency  believes  that  compliance 
with  this  regulation  is  necessary  to 
assure  the  quality  of  this  device  and 
thus  its  safety,  effectiveness,  and 
compliance  with  the  adulteration  and 
misbranding  provisions  of  the  act. 
Compliance  with  the  GMP  regulation 
will  help  prevent  production  of  jet 
lavages  having  defects  that  could  harm 
users. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CP’R  5.1),  the 
Commissioner  of  P'ocd  and  Drug 
proposes  to,  amend  Part  880  in  Subpart  F 
i)y  adding  new  §  880.5475,  to  read  as 
follows: 

§  880.5475  Jet  lavage. 

(a)  Identification.  A  jet  lavage  is  a 
device  used  to  clean  a  wound  by  a 
pulsatile  jet  of  sterile  fluid.  The  device 
(X)nsists  of  the  pulsing  head,  tubing  to 
connect  to  a  container  of  sterile  fluid, 
and  a  means  of  propelling  the  fluid 
through  the  tubing,  such  as  an  electric 
roller  pump. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may.  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration  Rm.  4-65,  5600  Fishers 
Lane,  Rockville.  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9. 1979. 

William  F.  Randolph, 

Acting  .\ssociate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Dot.  79-2607S  Filed  ft-23-79;  8:45  ami 
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121  CFR  Part  880) 

I  Docket  No.  78N-1312] 

Medical  Devices;  Classification  of  AC- 
Powered  Patient  Lifts 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  AC-powered  patient  lifts  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  Device 
Classihcation  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23. 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register, 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910.  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  AC-powered  patient 
lifts: 

1.  Identificatiun:  An  AC-powered  patient 
lift  is  an  electrically  pow'ered  device,  either 
fixed  or  mobile,  used  to  lift  and  transport  a 
patient  in  the  horizontal  or  other  required 
position  from  one  place  to  another,  as  from  a 
bed  to  a  bath.  The  device  includes  straps  and 
slings  to  support  the  patient. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
AC-powered  patient  lifts  be  classified  into 
class  II  because  the  Panel  believes  that  the 
electrical  properties  of  the  device  must  be 
controlled  through  an  electrical  safety 
standard.  The  Panel  believes  that  general 
controls  would  not  provide  sufficient  control 
over  this  characteristic.  The  Panel  also 
recommends  that  the  labeling  provide 
instructions  for  the  use  of  the  device  in  the 


presence  of  water  or  other  liquids,  and  state 
the  weight  capacity  of  the  device.  The  Panel 
believes  that  a  performance  standard  would 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device,  and  that 
there  is  sufficient  information  to  establish  a 
standard  to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Infection:  The  straps 
or  slings  should  be  disposable  or  cleanable  to 
prevent  the  spread  of  infection. 

(b)  Electrical  shock:  Improper  design  and 
construction  or  device  malfunction  can  result 
in  electrical  shock,  (c)  Patient  injury:  If  the 
device  carries  a  load  that  exceeds  its  weight 
capacity,  it  may  break  and  injure  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
the  AC-powered  patient  lift  be  classified 
into  class  II  (performance  standards). 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficent  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5500,  to  read  as 
follows: 

§  880.5500  AC-powered  patient  lift. 

(a)  Identification.  An  AC-powered 
patient  lift  is  an  electrically  powered 
device  either  fixed  or  mobile,  used  to  lift 
and  transport  patients  in  the  horizontal 
or  other  required  position  from  one 
place  to  another,  as  from  a  bed  to  a 
bath.  The  device  includes  straps  and 
slings  to  support  the  patient. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
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document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  15. 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Doc.  79-26074  Filed  9^23-79;  8:45  am) 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

(Docket  No.  76N-1313] 

Medical  Devices;  Classification  of 
Nonelectrical  Patient  Lifts 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  nonelectrical  patient  lifts  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin.  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  and  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  nonelectrical  patient 
lifts: 


1.  Identification:  A  nonelectrical  patient  lift 
is  a  hydraulic  or  mechanically  powered 
device,  either  fixed  or  mobile,  used  to  lift  and 
transport  a  patient  in  the  horizontal  or  other 
required  position  from  one  place  to  another, 
as  from  a  bed  to  a  bath.  The  device  includes 
straps  and  slings  to  support  the  patient. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
the  nonelectrial  patient  lift  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel 
recommends  that  the  labeling  state  the 
weight  capacity  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of.  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  Patient  injury:  If  the 
device  carries  a  load  that  exceeds  its  weight 
capacity,  it  may  break  and  may  injure  the 
patient. 

Proposed  Classincation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
nonelectrical  patient  lifts  be  classified 
into  class  I  (general  controls)  with  no 
exemptions.  The  agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5510.  to  read  as 
follows: 

§  880.5510  Nonelectrical  patient  lift. 

(a)  Identification.  A  nonelectrical 
patient  lift  is  a  hydralic  or  mechanically 
powered  device,  either  fixed  or  mobile, 
used  to  lift  and  transport  a  patient  in  the 
horizontal  or  other  required  position 
from  one  place  to  another,  as  from  a  bed 
to  a  bath.  The  device  includes  straps 
and  slings  to  support  the  patient. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23. 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 


seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26075  Filed  8-23-79;  8:45  am) 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1314] 

Medical  Devices;  Classification  of 
Alternating  Pressure  Air  Flotation 
Mattresses 

agency:  Food  and  tlrug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  alternating  pressure  air 
flotation  mattresses  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
Physical  Medicine  Device  Classification 
Panel  that  the  alternating  pressure 
mattress  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  alternating  pressure  air 
flotation  mattresses  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments.  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  23. 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
Office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACr. 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 
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SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  Tegulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Physical  Medicine  Device  Classification 
Panel,  FDA  advisory  committees,  made 
the  following  recommendations  with 
respect  to  the  classification  of 
alternating  pressure  air  flotation 
mattresses: 

1.  Identification;  An  alternating  pressure 
air  flotation  mattress  is  a  mattress  with 
multiple  air  cells  that  can  be  filled  and 
emptied  in  an  alternating  pattern  by  an 
associated  control  unit,  to  provide  regular, 
frequent,  and  automatic  changes  in  the 
distribution  of  body  pressure.  The  device  is 
used  to  prevent  and  treat  decubitus  ulcers 
(bed  sores).  The  Physical  Medicine  Device 
Classification  Panel  identified  this  generic 
type  of  device  under  the  name  “alternating 
pressure  mattress.”  The  General  Hospital  and 
Personal  Use  Device  Classsification  Panel 
identified  this  generic  type  of  device  under 
the  name  “alternating  pressure  air  flotation 
mattress.” 

2.  Recommended  classification:  The 
Physical  Medicine  Device  Classification 
Panel  recommends  that  the  alternating 
pressure  mattress  be  classified  into  class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  recommends  that 
the  device  be  classified  into  class  1  (general 
controls).  The  Panel  recommends  that  the 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Physical  Medicine 
Device  Classification  Panel  recommends  that 
the  alternating  pressure  mattress  be 
classified  into  class  II  (performance 
standards)  because  the  Panel  believes  that 
there  is  a  potential  hazard  of  elecbical  shock 
in  any  AC-powered  device.  Therefore,  an 
electrical  safety  standard  is  needed  to  control 
the  electrical  properties  of  the  device.  The 
Panel  also  expresses  concern  that  an  air  leak 
may  cause  the  device  to  fail.  This  hazard 
would  not  be  recognized  readily  by  a  patient 
who  has  a  sensation  loss.  The  Panel  believes 
that  general  controls  would  not  provide 
sufficient  control  over  these  characteristics. 
The  Panel  also  recommends  that  the  labeling 
warn  users  to  check  the  mattress  regularly  for 
loss  of  air  pressure.  T)ie  Panel  believes  that  a 
standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiv  eness  of 
the  device,  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that  the 
device  be  classified  into  class  I  (general 
controls)  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 


effectiveness  of  the  device.  The  Panel 
recommends  that  the  labeling  state  the 
maximum  weight  capacity  of  the  device  and 
warn  users  to  check  the  mattress  regularly  to 
make  sure  it  is  functioning  properly.  The 
Panel  recommends  that  the  device  be  exempt 
from  good  manufacturing  practices  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  that  defects  are  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendations  are  based:  Both  Panels 
based  their  recommendations  on  the  Panel 
members’  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  The  Physical  Medicine 
Device  Classification  Panel  identified  this 
risk  to  health:  (a)  Electrical  shock:  Improper 
design  and  construction  or  device 
malfunction  can  result  in  electrical  shock. 

The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  identified  this 
risk  to  health;  (b)  Infection:  If  the  mattress  is 
difficult  to  clean,  a  risk  of  infection  exists. 
Proposed  Classification 

FDA  agrees  with  the  Physical 
Medicine  Device  Classification  Panel 
recommendation  and  is  proposing  that 
the  alternating  pressure  air  flotation 
mattress  be  classified  into  class  II 
(performance  standards).  The  agency 
has  reviewed  the  recommendations  of 
the  Physical  Medicine  Device 
Classification  Panel  for  the  alternating 
pressure  mattress  and  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  for  the  alternating  pressure  air 
flotation  mattress,  and  has  concluded 
that  the  device  should  be  named 
“alternating  pressure  air  flotation 
mattress"  and  its  classification  be 
published  in  the  part  of  the  Code  of 
Federal  Regulations  for  General 
Hospital  and  Personal  Use  Devices. 

FDA  disagrees  with  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  this  device  by  classified  into 
class  I  (general  controls)  because  the 
agency  believes  that  a  standard  is 
needed  to  control  the  electrical 
properties  of  the  device.  Because  the 
agency  has  determined  that  alternating 
pressure  air  flotation  mattresses  should 
be  classified  into  class  II  rather  than 
class  I,  the  agency  is  not  required  to 
publish  a  regulation  adopting  or 
rejecting  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 


would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  standard  to  provide  this 
assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5550,  to  read  as 
follows: 

§  880.5550  Alternating  pressure  air 
flotation  mattress. 

(a)  Identification.  An  alternating 
pressure  air  flotation  mattress  is  a 
mattress  with  multiple  air  cells  that  can 
be  filled  and  emptied  in  an  alternating 
pattern  by  an  associated  control  unit,  to 
provide  regular,  frequent,  alid  automatic 
changes  in  the  distribution  of  body 
pressure.  The  device  is  used  to  prevent 
and  treat  decubitus  ulcers  (bed  sores). 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26076  Filed  6-23-79:  BAS  am| 

BILLING  CODE  4110-03-M 

[21  CFR  Part  880] 

[Docket  No.  78N-1315] 

Medical  Devices;  Classification  of 
Heated  Water  Mattresses 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  heated  water  mattresses  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  II.  The 
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effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979.  - 
It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  i- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin.  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  heated  water 
mattresses: 

1.  Identification;  A  heated  water  mattress 
is  a  device  consisting  of  a  mattress  of 
suitable  size,  filled  with  water  which  can  be 
heated  or  in  some  cases  cooled,  and  used  for 
therapy.  The  device  includes  electrical 
heating  and  water  circulating  components, 
and  an  optional  r  doling  component.  The 
temperature  control  may  be  manual  or 
automatic. 

2.  Recommended  classification:  Glass  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
the  heated  water  mattress  be  classified  into 
class  II  because  the  Panel  believes  that  a 
performance  standard  is  needed  for  this 
device  to  assure  proper  temperature  control. 
The  Panel  also  believes  that  the  electrical 
properties  of  this  device  must  be  controlled 
through  an  electrical  safety  standard.  The 
Panel  believes  that  general  controls  would 
not  provide  sufficient  control  over  these 
characteristics.  In  addition,  the  Panel 
recommends  that  the  device  be  cleanable. 

The  Panel  believes  that  a  standard  would 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device,  and  that 
there  is  sufficient  information  to  establish  a 
standard  to  provide  such  assurance. 


4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Patient  bums:  If  the 
temperature  control  mechanism  fails,  the 
device  may  become  overheated  and  bum  the 
patient.  Hot  water  leaking  from  the  mattress 
also  could  bum  the  patient,  (b)  Infection:  If  a 
mattress  is  difficult  to  clean,  there  is  a  risk  of 
infection,  (c)  Electrical  shock:  Improper 
design  and  construction  or  device 
malfunction  could  result  in  electrical  shock. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
the  heated  water  matress  be  classified 
into  class  II  (performance  standards). 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5560,  to  read  as 
follows: 

§  880.5560  Heated  water  mattress. 

(a)  Identification.  A  heated  water 
mattress  is  a  device  consisting  of  a 
mattress  of  suitable  size,  filled  with 
water  which  can  be  heated  or  in  some 
cases  cooled,  and  used  for  therapy.  The 
device  includes  electrical  heating  and 
water  circulating  components,  and  an 
optional  cooling  component.  The 
temperature  control  may  be  manual  or 
automatic. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 


Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26077  Filed  8-23-79:  8:45  am) 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1316J 

Medical  Devices;  Classification  of 
Hypodermic  Single  Lumen  Needles 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  hypodermic  single  lumen 
needles  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments.  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  hypodermic  single 
lumen  needles: 

1.  Identihcation:  A  hypodermic  single 
lumen  needle  is  a  device  consisting  of  a  tube 
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that  is  sharpened  at  one  end  and  shaped  at 
the  other  end  with  a  female  cormector  (hub) 
to  mate  with  the  male  connector  (nozzle)  of  a 
piston  syringe  or  an  intravascular 
administration  set.  It  is  used  to  inject  fluids 
into,  or  withdraw  fluids  from,  parts  of  the 
body  below  the  surface  of  the  skin. 

2.  Recommended  classification;  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
hypodermic  single  lumen  needles  be 
classified  into  class  II  because  the  Panel 
believes  that  a  performance  standard  is 
needed  for  this  device  to  assure  proper 
connection  between  the  "female”  connector 
(hub)  of  the  needle  and  the  “male"  connector 
(nozzle)  of  the  syringe.  The  Panel  believes 
that  general  controls  would  not  provide 
sufficient  control  over  this  characteristic.  The 
Panel  believes  that  a  performance  standard 
would  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device  and 
that  there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health;  (a)  Leakage  of 
medication:  Improper  connection  could  cause 
leakage  of  medication  at  the  connecting  site 
and  failure  of  therapy.  Also,  leakage  of 
medication  could  cause  drug  hypersensitivity 
in  the  administering  health  care  personnel 
exposed  to  the  medication,  (b)  Infections: 
Improper  sterilization  of  the  device  may 
result  in  infection  in  the  patient,  (c)  Tissue 
trauma:  If  the  needle  point  is  not  properly 
finished  and  sharp,  there  is  a  possibility  of 
tissue  trauma. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
the  hypodermic  single  lumen  needle  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5570,  to  read  as 
follows: 


§  880.5570  Hypodermic  single  lumen 
needle. 

"  (a)  Identification.  A  hypodermic 
single  lumen  needle  is  a  device 
consisting  of  a  tube  that  is  sharpened  at 
one  end  and  shaped  at  the  other  end 
with  a  female  connector  (hub)  to  mate 
with  the  male  connector  (nozzle)  of  a 
piston  syringe  or  an  intravascular 
administration  set.  It  is  used  to  inject 
fluids  into,  or  withdraw  fluids  from, 
parts  of  the  body  below  the  surface  of 
the  skin. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-28078  Filed  8-23-79;  8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-13171 

Medical  Devices;  Classification  of 
Nipple  Shields 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  nipple  shields  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Obstetrical  and  Gynecological  Device 
Classification  Panel  that  nipple  shields 
be  classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 


ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Obstetrical  and  Gynecological 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  nipple  shields: 

1.  Identification:  A  nipple  shield  is  a  device 
consisting  of  a  cover  used  to  protect  the 
nipple  of  a  nursing  woman. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
nipple  shields  be  classified  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  or,  and  clinical 
experience  with,  the  device.  These  simple 
devices  have  been  widely  used  for  many 
years. 

5.  Risks  to  health:  (a)  Skin  irritation:  The 
material  used  in  this  device  may  irritate  the 
skin. 

Proposed  Classification 

FDA  agrees  with  the  Obstetrical  and 
Gynecological  Device  Classification 
Panel  recommendation  and  is  proposing 
that  the  nipple  shield  be  classified  into 
class  I  (general  controls]  with  no 
exemptions.  The  agency  has  concluded 
that  because  this  device  has  many 
general  uses,  its  classification  should  be 
published  in  the  part  of  the  Code  of 
Federal  Regulations  for  General 
Hospital  and  Personal  Use  Devices.  The 
agency  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
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by  adding  new  §  880.5630,  to  read  as 
follows; 

§  880.5630  Nipple  shield. 

(a)  Identification.  A  nipple  shield  is  a 
device  consisting  of  a  cover  used  to_ 
protect  the  nipple  of  a  nursing  woman. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane.  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
I  tearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|KR  Don.  79-26079  Filed  8-23-79;  8:45  am) 

BILLING  CODE  411(M)3-M 


(21  CFR  Part  880] 

lOocketNo.  78N-1318] 

Medical  Devices;  Classification  of 
Lamb  Feeding  Nipples 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  lamb  feeding  nipples  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  lane,  Rockville,  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301^27- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  Proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  lamb  feeding  nipples: 

1.  Identification:  A  lamb  feeding  nipple  is  a 
device  intended  to  be  used  as  a  feeding 
nipple  for  infants  with  oral  or  facial 
abnormalities. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  exempt  from  the  good 
manufacturing  paractice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j{f}). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
lamb  feeding  nipples  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  this 
device  be  exempt  from  premarket  notification 
under  section  510(k)  of  the  act  because  the 
Panel  believes  that  FDA  does  not  need  to 
receive  premarket  notification  of  a 
manufacturer’s  intent  to  market  this  simple 
device.  The  Panel  recommends  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  that  defects  are  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identihed. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
lamb  feeding  nipples  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
lamb  feeding  nipple  be  exempt  from 
section  510(k)  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 


under  section  510(a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a  lamb 
feeding  nipple,  the  agency  cannot  make 
the  required  finding.  To  protect  the 
public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  lamb  feeding 
nipple.  The  agency  does  not  at  this  time 
anticipate  that  premarket  approval  will 
be  required  for  this  device.  The  agency 
believes  that  the  semiannual  updating  of 
device  listing  under  section  510(j)(2)  will 
provide  FDA  with  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
lamb  feeding  nipple  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  who  does 
not  label  or  otherwise  represent  it  as 
sterile  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  deterpiined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however.'that  manufacturers  of  a  lamb 
feeding  nipple,  even  when  it  is  not 
labeled  or  otherwise  represented  as 
sterile,  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  lamb  feeding  nipple 
must  still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
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complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate.  A 
manufacturer  of  a  lamb  feeding  nipple 
that  is  labeled  or  otherwise  represented 
as  sterile  is,  in  the  manufacture  of  this 
device,  subject  to  the  GMP  regulation  in 
its  entirety. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subparl  F 
by  adding  new  §  880.5640,  to  read  as 
follows: 

§  880.5640  Lamb  feeding  nipple. 

(a)  Identification.  A  lamb  feeding 
nipple  is  a  device  intended  to  be  used  as 
a  feeding  nipple  for  infants  with  oral  or 
facial  abnormalities. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter.  If 
the  device  is  not  labeled  or  otherwise 
represented  as  sterile,  it  also  is  exempt 
from  the  good  manufacturing  practice 
regulation  in  Part  820  of  this  chapter, 
with  the  exception  of  §  820.180,  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198.  with 
respect  to  compliant  files. 

Interested  persons  may,  on  or  before 
October  23. 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated;  August  9, 1979. 

William  F.  Randolph, 

.Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  70-28080  Filed  8-23-79;  8:45  ani| 
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[21  CFR  Part  880] 

(Docket  No.  78N-1319) 

Medical  Devices;  Classification  of 
Infant  Position  Holders 

agency:  Food  and  Drug  Administration. 


action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  infant  position  holders  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  ClassiHcation  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane.  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  and  FDA 
advisory  conunittee,  made  the  following 
recommendation  regarding  the 
classification  of  infant  position  holders: 

1.  Identificatiun:  An  infant  position  holder 
is  a  device  used  to  hold  an  infant  in  a  desired 
position  for  therapeutic  and  diagnostic 
purposes,  e.g.,  in  a  crib  under  a  radiant 
warmer.  The  Panel  considered  this  generic 
type  of  device  under  the  name  "tiltable  cradle 
bed." 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  the  device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
infant  position  holders  be  classified  into  class 
I  because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 


section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  defects  are  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel 
members  based  their  recommendation  on 
their  personal  knowledge  of,  and  clinical 
experience  with,  this  device. 

5.  Risks  to  health:  Patient  injury:  If  the 
device  is  not  stable  or  if  the  straps  holding 
the  infant  cannot  be  made  secure,  the  infant 
may  fall  and  be  injured. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
infant  position  holders  be  classified  into 
class  1  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
an  infant  position  holder  be  exempt 
from  the  device  good  manufacturing 
practice  (GMP)  regulation  under  section 
520(f)  of  the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  an  infant  position 
holder  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  an  infant  position 
holder  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
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Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5680,  to  read  as 
follows: 

§  880.5680  Infant  position  holder. 

(a)  Identification.  An  infant  position 
holder  is  a  device  used  to  hold  an  infant 
in  a  desired  position  for  therapeutic  and 
diagnostic  purposes,  e.g.,  in  a  crib  under 
a  radiant  warmer. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  {HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
I  learing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
to  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  .Associate  Commissioner  for 
Regulatory  Affairs. 

jFR  Dot  79-26081  Filed  8-23-79;  8:45  am) 
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(21  CFR  Part  880] 

{Docket  No.  78N-1320] 

Medical  Devices;  Classification  of 
Neonatal  Phototherapy  Units 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  neonatal  phototherapy  units 
into  class  U  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  ensure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 


taken  under  the  Medical  Device 
Amendments  of  1976. 

OATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  RM.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20657. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  and  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  neonatal  phototherapy 
units: 

1.  Identification:  A  neonatal  phototherapy 
unit  is  a  device  used  to  treat  or  prevent 
hyperbilirubinemia  (elevated  serum  bilirubin 
level).  The  device  consists  of  one  or  more 
lamps  that  emit  a  specific  spectral  band  of 
light,  under  which  an  infant  is  placed  for 
therapy.  This  generic  type  of  device  may 
include  supports  for  the  patient  and 
equipment  and  component  parts. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
neonatal  phototherapy  units  be  classified  into 
class  II  because  the  Panel  believes  that  a 
performance  standard  is  needed  to  ensure 
that  the  lamp  in  the  device  emits  the  most 
effective  spectral  band  of  light  and  does  not 
emit  ultraviolet  light,  which  could  increase 
the  risk  of  skin  cancer.  The  Panel  believes 
that  a  performance  standard  is  needed  to 
regulate  the  amount  and  intensity  of  light 
administered  to  the  patient  and  to  ensure  that 
the  lamp  is  a  proper  distance  from  the 
patient.  Also,  if  the  neonatal  phototherapy 
unit  includes  a  dosimeter  (a  device  that 
measures  the  dosage  of  light  administered  to 
the  patient),  the  dosimeter  should  be 
accurate.  Furthermore,  the  Panel  believes 
that  the  electrical  properties  of  the  device 
must  be  controlled  through  an  electrical 
safety  standard.  The  Panel  recommends  that 
the  labeling  state  the  spectral  band  of  the 
lamp,  describe  the  recommended 
maintenance  schedule  for  the  device,  and 
include  a  chart  describing  recommended 
doses  for  therapy.  The  Panel  also 


recommends  that  the  labeling  include 
warnings  that  insensible  (imperceptible) 
water  loss  in  the  patient  increases  during 
therapy,  that  the  patient  may  develop 
hyperthermia  (body  temperature  above  98.6° 

F)  during  therapy,  and  that  the  patient's  eyes 
should  be  protected  during  therapy.  The 
Panel  also  recommends  that  the  lamp  be 
shielded  to  prevent  injury  to  the  patient  from 
falling  glass  if  the  lamp  breaks.  The  Panel 
recommends  that  this  device  be  used  only  by, 
or  under  the  direction  of.  a  physician.  The 
Panel  believes  that  general  controls  would 
not  provide  sufficient  control  over  these 
characteristics.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a 
performance  standard  to  provide  such 
assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device,  on  presentations 
made  at  the  January  15. 1979.  Panel  Meeting 
(Ref.  }],  and  on  several  articles  in  the 
literature  (Refs.  2  and  J).  Sisson  et  al. 
conducted  a  controlled  study  to  evaluate  the 
effect  of  three  types  of  fluorescent  lamps  on 
serum  bilirubin  concentrations  in  three 
groups  of  newborn  infants  with  physiologic 
jaundice  (Ref.  2).  Each  group  consisted  of  24 
infants.  The  study  found  that  the  lamp  that 
most  effectively  reduced  serum  bilirubin 
concentrations  was  a  special  blue  lamp  with 
narrow  spectral  emissions  of  420  to  470 
nanometers.  The  energy  output  of  this  lamp 
was  2.90  microwatts  per  square  centimeter.  In 
1972  the  National  Research  Council  of  the 
National  Academy  of  Sciences  established  a 
committee  on  phototherapy  of  the  newborn 
infant.  A  preliminary  report  of  the  committee 
was  published  in  1974  (Ref.  J).  The  report 
stated  that  there  are  adequate  data  to  show 
that  the  serum  bilirubin  concentration  in  a 
premature  infant  can  be  prevented  from 
rising  if  phototherapy  is  used  for  as  long  as  72 
hours,  starting  on  the  first  day  of  life.  The 
report  stated  that  the  use  of  light  meters  to 
measure  exposures  during  phototherapy  is 
inappropriate  because  these  meters  are 
designed  to  measure  illuminance,  which  does 
not  show  the  amount  of  electromagnetic 
radiation  absorbed  by  the  infant.  The  report 
recommends  that  spectral  irradiance,  spectral 
transmittance,  and  spectral  absorptance  be 
used  to  determine  the  amount  of 
electromagnetic  radiation  absorbed  by  the 
infant.  Spectral  irradiance  is  the  radiative 
power  density  of  the  incident  light  expressed 
in  watts  per  square  centimeter  per  unit 
wavelength  over  the  entire  spectral  range  to 
which  the  patient  is  exposed.  Spectral 
transmittance  is  the  amount  of  incident  light 
transmitted  through  the  epidermis  and  other 
tissues  to  the  sites  of  photochemical 
reactions.  Spectral  absorptance  is  the  amount 
of  transmitted  light  absorbed  by  molecules 
that  initiate  photochemical  reactions.  The 
committee  recommends  that  for  the  present, 
phototherapeutic  dosage  be  defined  as  the 
product  of  spectral  irradiance  and  time  (Ref. 
5). 

5.  Risks  to  health:  (a)  Burns:  If  the  patient 
touches  the  lamp  or  if  the  lamp  emits 
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radiation  in  the  infrared  or  ultraviolet 
spectrum,  bums  could  result,  (b)  Eye  injury:  If 
the  patient's  eyes  are  not  shielded,  eye  injury 
could  result  from  radiation  exposure,  (c) 
Hyperthermia  (body  temperature  above  98.6° 
F):  If  the  patient  is  constantly  exposed  to  the 
radiation,  hyperthermia  could  result,  (d) 
Toxicity  reaction:  The  radiation  emitted  by 
the  lamp  may  cause  toxic  substances  to  be 
formed  in  and  leached  from  plastic 
intravenous  (l.V.)  tubing.  These  substances 
could  be  carried  by  the  l.V.  fluid  into  the 
patient's  blood  system,  resulting  in  a  toxicity 
reaction,  (e)  Skin  cancer:  If  the  device  emits 
radiation  in  certain  regions  of  the  ultraviolet 
spectrum,  there  could  be  a  risk  of  skin  cancer, 
(f)  Insensible  (not  easily  perceived)  water 
loss:  The  heat  from  the  radiation  of  this 
device  may  cause  insensible  water  loss  in  the 
patient,  (g)  Electrical  shock:  Improper  device 
design  and  construction  or  device 
malfunction  could  result  in  an  electrical 
shock,  (h)  Inability  to  absorb  lactose, 
resulting  in  diarrhea:  Phototherapy  treatment 
may  inhibit  the  patent's  intestinal  lactase, 
preventing  absorption  of  lactose  and  resulting 
in  diarrhea,  (i)  Thrombocytopenia  (subnormal 
number  of  platelets  in  the  blood): 
Phototherapy  may  cause  thrombocytopenia. 

(j)  Inappropriate  therapy:  The  level  of  serum 
bilirubin  does  not  decrease  in  some  infants 
who  are  treated  with  phototherapy,  resulting 
in  jaundice.  Without  appropriate  patient 
monitoring,  a  delay  of  a  necessary  exchange 
blood  transfusion  could  result,  (k)  Bronze 
baby  syndrome:  infants  undergoing 
phototherapy  can  develop  bronze  baby 
syndrome  (a  brown-black  discoloration  of  the 
skin,  serum,  and  urine).  (1)  Patient  injury:  If 
the  lamp  breaks,  the  patient  could  be  injured 
by  glass. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
neonatal  phototherapy  units  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  this  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 

1.  Minutes  of  the  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
Meeting,  Washington,  DC,  january  15, 1979. 

2.  Sisson,  T.  R.,  N.  Kendall,  E.  Shaw,  and  L. 
Kechavarz-Oliai.  "Phototherapy  of  Jaundice 
in  the  Newborn  Infant.  IL  Effect  of  Various 
Light  Intensities,  "  Journal  of  Pediatrics, 

81(1):  35-38,  July  1972. 

3.  Behrman,  R.  E.,  A.  K.  Brown,  et  al., 
(National  Academy  of  Sciences  Committee), 


"Preliminary  Report  of  the  Committee  on 
Phototherapy  in  the  Newborn  Infant,"  Journal 
of  Pediatrics,  84(1):  135-147,  January  1974. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5700,  to  read  as 
follows: 

§  880.5700  Neonatal  phototherapy  unit 

(a)  Identification.  A  neonatal 
phototherapy  unit  is  a  device  used  to 
treat  or  prevent  hyperbilirubinemia 
(elevated  serum  bilirubin  level).  The 
device  consists  of  one  or  more  lamps 
that  emit  a  specific  spectral  band  of 
light,  under  which  an  infant  is  placed  for 
therapy.  This  generic  type  of  device  may 
include  supports  for  the  patient  and 
equipment  and  component  parts. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26082  Filed  8-23-79;  8:45  am) 

BlUING  CODE  4110-03-M 

[21  CFR  Part  880] 

[Docket  No.  78N-1321] 

Medical  Devices;  Classification  of 
Infusion  Pumps 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  infusion  pumps  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendations  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel,  the 
Cardiovascular  Device  Classification 
Panel,  and  the  Anesthesiology  Device 
Classification  Panel  that  infusion  pumps 


be  classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  the 
Cardiovascular  Device  Classification 
Panel,  and  the  Anesthesiology  Device 
Classsification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  infusion  pumps: 

1.  Identification:  An  infusion  pump  is  a 
device  used  to  pump  fluids  into  a  patient  in  a 
controlled  manner.  The  device  may  use  a 
piston  pump,  a  roller  pump,  or  a  peristaltic 
pump  and  may  be  powered  electrically  or 
mechanically.  The  device  may  include  means 
to  detect  a  fault  condition,  such  as  air  in  or 
blockage  of  the  infusion  line,  and  to  activate 
an  alarm.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel  identified 
this  generic  type  of  device  under  the  names 
"infusion  pump”  and  "perfusion  unit."  The 
Cardiovascular  Device  Classification  Panel 
identified  this  generic  type  of  device  under 
the  name  "cardiovascular  infusion  pump." 
The  Anesthesiology  Device  Classification 
Panel  identified  this  generic  type  of  device 
under  the  name  "powered  infusion  apparatus 
(except  radiographic  dye  injection)." 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Cardiovascular 
Device  Classihcation  Panel  recommends  that 
establishing  a  performance  standard  for  this 
device  be  a  high  priority.  The  General 
Hospital  and  Personal  Use  Device 
Classihcation  Panel  and  the  Anesthesiology 
Device  Classification  Panel  recommend  that 
establishing  a  performance  standard  for  this 
device  be  a  medium  priority. 
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3.  Summary  of  reasons  for 
recommendation:  All  three  Panels 
recommend  that  infusion  pumps  be  classified 
into  class  II  because  the  electrical  properties 
of  this  device  must  be  controlled  through  an 
electrical  safety  standard.  In  addition,  the 
Cardiovascular  Device  Classification  Panel 
believes  that  a  performance  standard  in 
necessary  to  assure  accurate,  controlled 
delivery  of  fluids  to  the  patient  without 
inadvertent  administration  of  other 
substances  (e.g.,  air).  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
recommends  that  a  performance  standard 
assure  accuracy  of  the  rate  of  flow  of  fluids, 
according  to  a  standard  test  method  which 
would  be  established  by  the  performance 
standard.  The  Panel  also  believes  that  the 
labeling  should  describe  the  accuracy  of  the 
flow  rate,  according  to  such  a  method.  In 
addition,  the  Panel  recommends  that  the 
labeling  for  the  perfusion  unit  state  the  size  of 
catheter,  needle,  and  filter  that  should  be 
used  with  the  device  and  describe  the  degree 
of  accuracy  of  drug  delivery  that  can  be 
expected.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel  also 
expresses  concern  that  the  hypersensitivity 
of  some  pump  alarms  causes  them  to  be 
activated  by  slight  vibrations,  resulting  in  a 
high  rate  of  false  positive  alarms.  The  Panel 
also  recommends  that  users  check  any 
emergency  battery  supply  for  the  device  at 
regular  and  frequent  intervals  to  avoid  the 
risk  of  a  power  failure.  The  Anesthesiology 
Device  Classification  Panel  recommends  that 
a  performance  standard  control  the  device's 
design  and  the  materials  used  in  the  device, 
to  assure  that  all  connections  and 
components  are  leak-free,  to  prevent  air 
emboli  from  entering  the  patient,  to  assure 
proper  infusion  pressure  without 
extravasation  (overflow  of  fluid  into  the 
surrounding  tissues),  and  to  control  the 
infusion  rate  to  prevent  administration  of  an 
inappropriate  dosage.  AH  three  Panels 
believe  that  general  controls  would  not 
provide  sufficient  control  over  these 
characteristics.  All  three  Panels  believe  that 
general  controls  would  not  provide  sufficent 
control  over  these  characteristics.  Ail  three 
Panels  believe  that  a  performance  standard 
would  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device  and 
that  there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance. 

4.  Summary  of  data  on  which  the 
recommendations  are  based; 

All  three  Panels  based  their 
recommendations  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device.  The 
Cardiovascular  Device  Classification  Panel 
also  based  its  recommendation  on  the 
summary  of  a  report  prepared  by  the  Utah 
Biomedical  Test  Laboratory  under  contract 
with  FDA  (Ref.  1].  This  report  describes  the 
results  of  a  study  conducted  by  the 
Laboratory  on  the  technical  charateristics  of 
angiographic  injectors  and  infustion  and 
withdrawal  pumps.  The  report  recommends 
that  a  standard  for  infusion  pumps  address 
accuracy  of  fluid  delivery,  range  of  infusion 
parameters,  warmup  time,  battery  operation, 
and  safety  features. 


5.  Risks  to  health:  All  three  Panels 
identified  the  following  risks  to  health:  (a) 
Electrical  microshock,  macroshock,  or 
arrhythmias:  Because  the  device  is  frequently 
used  in  close  proximity  to  conductive  beds 
and  catheters  to  the  heart,  electrical  leakage 
current  could  cause  electrical  microshock, 
macroshock,  or  arrhythmia,  (b)  Inaccurate 
drug  administration:  If  the  device  fails  to 
deliver  a  drug  at  the  prescribed  flow  rate, 
overdosage  or  underdosage  will  result,  (c)  Air 
embolism:  If  the  pump  is  unable  to  detect 
when  the  reservoir  is  empty  or  when  there  is 
leakage  from  a  connection  or  component,  air 
may  be  infused  into  the  patient.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  identified  the  following 
additional  risk  to  health:  (d)  Alarm  failure:  If 
the  alarm  is  overly  sensitive  to  the 
environment,  it  may  be  activated  for  a  reason 
other  than  the  reason  for  which  it  was 
designed,  resulting  in  a  high  rate  of  false 
positive  alarms.  As  a  result,  some  personnel 
may  disregard  the  alarm  as  a  signal  of  patient 
distress.  The  Anesthesiology  Device 
Classification  Panel  identified  the  following 
additional  risk  to  health:  (e)  Extravasation: 
Overpressurization  by  the  device  may  cause 
extravasation  (overflow  of  fluid  into 
surrounding  tissues)  in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  three  Panels  and 
is  proposing  that  infusion  pumps  be 
classified  into  class  11  (performance 
standards).  The  agency  has  reviewed 
the  recommendation  of  the 
Cardiovascular  Device  Classification 
Panel  for  cardiovascular  infusion 
pumps,  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  for  infusion 
pumps  and  perfusion  units,  and  the 
recommendation  of  the  Anesthesiology 
Device  Classification  Panel  for  powered 
infusion  apparatus,  and  has  concluded 
that  the  device  should  be  named 
“infusion  pump"  and  its  classification  be 
published  in  the  part  of  the  Code  of 
Federal  Regulation  for  General  Hospital 
and  Personal  Use  Devices. 

The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device,  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

Reference 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 

1.  “Safety  and  Performance  of 
Angiographic  Injectors  and  Infusion  and 
Withdrawal  Pumps."  Final  Report  of  the  Utah 
Biomedical  Test  Laboratory  (TR  170-005), 


University  of  Utah  Research  Institute,  Salt 
Lake  City,  Utah,  June  30, 1977. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5725,  to  read  as 
follows; 

§  880.5725  Infusion  pump. 

(a)  Identification.  An  infusion  pump  is 
a  device  used  to  pump  fluids  into  a 
patient  in  a  controlled  manner.  The 
device  may  use  a  piston  pump,  a  roller 
pump,  or  a  peristaltic  pump  and  may  be 
powered  electrically  or  mechanically. 
The  device  may  include  means  to  detect 
a  fault  condition,  such  as  air  in  or 
blockage  of  the  infusion  line,  and  to 
activate  an  alarm. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  August  9, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26083  Filed  8-23-79:  8:45  am) 

BILLING  CODE  411(M)3-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1381] 

Medical  Devices;  Classification  of 
Suction  Snakebite  Kits 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  suction  snakebit  kits  into 
class  1  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
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devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane.  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  20910,  301- 
427-7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  suction  snakebite  kits: 

1.  Identification;  A  suction  snakebite  kit  is 
^a  device  consisting  of  a  knife,  suction  device, 

and  tourniquet  used  for  first-aid  treatment  of 
snakebites  by  removing  venom  from  the 
wound. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
suction  snakebite  kits  be  classified  into  class 
I  because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  also  recommends  that 
the  labeling  state  that  the  device  should  be 
used  within  5  minutes  after  a  bite  has  been 
inflicted,  and  that  the  tourniquet  should  not 
be  applied  too  tightly  or  for  a  prolonged 
period  of  time. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device,  and  on  several 
articles  in  the  literature  that  evaluate  the 
different  types  of  treatment  of  snakebites 
(Refs.  1  through  6). 

5.  Risks  to  health:  (a)  Infection;  If  the  knife 
is  not  sterile,  the  wound  may  become 
infected,  (b)  Inadequate  removal  of  venom:  If 
the  vacuum  pressure  of  the  suction  device  is 
inadequate,  the  venom  may  not  be  removed, 
(c)  Local  tissue  necrosis:  If  the  tourniquet  is 
applied  too  tightly  or  for  a  prolonged  period, 
necrosis  of  local  tissue  may  occur. 


Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
suction  snakebite  kits  be  classified  into 
class  I  (general  controls)  with  no 
exemptions.  The  agency  believes  that 
general  controls  are  sufficent  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 

U. S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5740,  to  read  as 
follows: 

§  880.5740  Suction  snakebite  kit. 

(a)  Identification.  A  suction  snakebite 
kit  is  a  device  consisting  of  a  knife, 
suction  device,  and  tourniquet  used  for 
first-aid  treatment  of  snakebites  by 
removing  venom  from  the  wound. 

(b)  Classification.  Class  1  (general 
controls). 

Interested  persons  may,  on  or  before 
(October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 


Dated;  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-^>e084  Filed  8-23-79;  a4S  am) 
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[21  CFR  Part  880] 

[Docket  No.  78-1382] 

Medical  Devices;  Classification  of 
Chemical  Cold  Pack  Snakebite  Kits 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  chemical  cold  pack  snakebite 
kits  into  class  III  (premarket  approval). 
FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  III.  The  effect  of  classifying  a 
device  into  class  III  is  to  provide  for 
each  manufacturer  of  the  device  to 
submit  to  FDA  a  premarket  approval 
application  at  a  date  to  be  set  in  a  future 
relation.  Each  application  includes 
information  concerning  safety  and 
effectiveness  tests  of  the  device.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT; 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  20910,  301- 
427-7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  Proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
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classification  of  chemical  cold  pack 
snakebite  kits: 

1.  Identification:  A  chemical  cold  pack 
snakebite  it  is  a  device  consisting  of  a 
chemical  cold  pack  and  tourniquet  used  for 
first-aid  treatment  of  snakebites. 

2.  Recommended  classification:  Class  III 
(Premarket  approval).  The  Panel  recommends 
that  premarket  approval  of  this  device  be  a 
low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
chemical  cold  pack  snakebite  kits  be 
classified  into  class  III  because  the  use  of 
cold  therapy  for  the  first-aid  treatment  of 
snakebites  has  not  been  proven  to  be  safe 
and  effective.  The  Panel  believes  that  a 
performance  standard  would  not  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
insufficient  information  to  establish  a 
standard  to  provide  such  assurance.  The 
device,  therefore,  should  be  subject  to 
premarket  approval  to  assure  that  , 
manufacturers  demonstrate  satisfactory 
performance  of  the  device  and  thus  assure  its 
safety  and  effectiveness. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device  and  on  several 
articles  in  the  literature  that  evaluate 
different  types  of  treatment  for  snakebites 
(Refs.  1.  2,  and  3).  Most  of  the  literature 
shows  that  cryotherapy  (the  use  of  cold 
therapy  for  the  treatment  of  snakebites)  is 
inappropriate.  Clement  and  Pietrucko  found 
high  rates  of  amputation,  local  tissue 
destruction,  and  prolonged  disability  in 
patients  treated  by  this  method  (Ref.  1).  A 
National  Academy  of  Sciences  report  stated 
that  doubts  about  the  safety  and 
effectiveness  of  short-term  cold  therapy  for 
treatment  of  snakebites  have  not  been 
resolved  (Ref.  2).  The  report  also  stated  that 
the  use  of  cold  therapy  for  a  long  period  of 
time  apears  to  be  dangerous.  Watt  reported 
that,  among  children  who  had  to  have 
amputations  because  of  snakebites,  75 
percent  had  received  cryotherapy  for  the 
snakebites  (Ref.  3). 

5.  Risks  to  health:  Local  tissue  damage: 
Exposure  of  tissue  to  cold  temperatures  for 
long  periods  of  time  can  freeze  the  tissue  and 
cause  local  tissue  damage,  sometimes 
necessitating  limb  amputations. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
chemical  cold  pack  snakebite  kits  be 
classified  into  class  111  (premarket 
approval).  The  agency  believes  that  the 
device  presents  a  potential 
unreasonable  risk  of  illness  or  injury 
because  the  device  has  not  been  proven 
to  be  a  safe  and  effective  method  of  first 
aid  treatment  of  snakebites,  and  its  use 
has  been  associated  with  an  unduly  high 
rate  of  amputation,  local  tissue 
destruction,  and  other  disabilities  in 
snakebite  victims.  The  agency  believes 
that  insufficient  information  exists  to 


determine  that  general  controls  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device 
and  that  insufficient  information  exists 
to  establish  a  performance  standard  to 
provide  this  assurance. 

References 

The  following  information  has  been  placed 
in  the  office  of  the  Hearing  Clerk  (address 
above)  and  may  be  seen  by  interested 
persons,  from  9  a.m.  to  4  p.m.,  Monday 
through  Friday. 
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1978. 

2.  “First  Aid  for  Snakebite,”  Report  of  the 
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Assembly  of  Life  Sciences,  National  Research 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5760,  to  read  as 
follows: 

§  880.5760  Chemical  cold  pack  snakebite 
kit. 

(a)  Identification.  A  chemical  cold 
pack  snakebite  kit  is  a  device  consisting 
of  a  chemical  cold  pack  and  tourniquet 
used  for  first-aid  treatment  of 
snakebites. 

(b)  Classification.  Class  III  (premarket 
approval). 

Intereested  persons  may,  on  or  before 
October  23. 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26085  Filed  8-23-79:  8:45  am) 
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[21  CFR  Part  880] 

[Docket  No.  78N-1322] 

Medical  Devices;  Classification  of 
Medical  Support  Stockings 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  medical  support  stockings 
into  class  1  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  this 
device  be  classified  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  FDA  is  also 
publishing  the  recommendation  of  the 
Cardiovascular  Device  Classification 
Panel  that  this  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October 
23, 1979.  It  is  proposed  that  the 
final  regulation  based  on  this  proposal 
become  effective  30  days  after  the  date 
of  its  publication  in  the  Federal  Register. 
ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  20910,  301- 
427-7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Cardiovascular  Device  Classification 
Panel,  FDA  advisory  committees,  made 
the  following  recommendations 
regarding  the  classification  of  medical 
support  stockings: 

1.  Identification:  A  medical  support 
stocking  is  a  device  used  to  help  prevent 


Proposed  Classification 


pooling  of  blood  in  the  leg.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  identified  this  generic 
type  of  device  under  the  name  “elastic 
stocking."  The  Cardiovascular  Device 
Classification  Panel  identified  this  generic 
type  of  device  under  the  name  "medical 
support  stocking." 

2.  Recommended  and  classification:  The 
General  Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that  this 
device  be  classified  into  class  I  (general 
controls).  The  Panel  recommends  that  there 
be  no  exemptions.  The  Cardiovascular 
Device  Classification  Panel  recommends  that 
this  device  be  classified  into  class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  the  device  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel  also 
recommends  that  manufacturers  voluntarily 
assure  that  the  device  is  made  of  a  porous 
material  to  permit  the  passage  of  moisture 
and  air.  The  Panel  also  recommends  that  the 
label  state  the  size  of  stocking  required  for 
various  leg  sizes  and  describe  the  different 
uses  of  the  device.  The  Cardiovascular 
Device  Classification  Panel  recommends  that 
this  device  be  classified  into  class  II  because 
the  Panel  believes  that  the  elastic  material 
used  in  the  device,  which  comes  in  direct 
contact  with  the  patient's  skin,  should  meet  a 
generally  accepted,  satisfactory  level  of 
tissue  compatibility,  and  should  be  subject  to 
controls  on  surface  finish  and  cleanliness, 
which  may  affect  tissue  compatibility.  This 
Panel  also  believes  that  a  standard  should 
assure  that  the  device  provides  enough 
pressure  on  the  leg  to  help  prevent  blood 
pooling,  and  that  the  pressure  should  be 
greatest  on  the  distal  portions  of  the  leg.  In 
addition,  a  standard  should  prohibit  the  use 
of  a  restrictive  band  at  the  top  of  the  stocking 
which  would  tend  to  increase,  rather  than 
decrease,  blood  pooling.  The  Cardiovascular 
Device  Classification  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  these  characteristics.  The  Panel 
believes  that  a  performance  standard  would 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device  and  that  there 
is  sufficient  information  to  establish  a 
standard  to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendations  are  based:  Both  Panels 
based  their  recommendations  on  the  Panel 
members’  personal  knowledge  of.  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  The  Cardiovascular 
Device  Classification  Panel  identified  the 
following  risk  to  health:  Occlusion  of  a  blood 
vessel:  An  ineffective  design  of  the  device 
can  allow,  rather  than  prevent,  pooling  of 
blood  and  thus  increase  the  danger  of 
thrombus  formation  and  embolization.  The 
General  Hospital  and  Personal  Use  De\ice 
Classification  Panel  identified  no  risks  to 
health. 


FDA  agrees  with  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  recommendation  and  is  proposing 
that  medical  support  stockings  be 
classified  into  class  I  (general  controls) 
with  no  exemptions.  The  agency  has 
reviewed  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  for  the 
elastic  stocking  and  the 
recommendation  of  the  Cardiovascular 
Device  Classification  Panel  for  the 
medical  support  stocking  and  has 
concluded  that  the  device  should  be 
named  "medical  support  stocking”  and 
its  classfication  be  published  in  the  part 
of  the  Code  of  Federal  Regulations  for 
General  Hosital  and  Personal  Use 
Devices.  The  agency  disagrees  with  the 
recommendation  of  the  Cardiovascular 
Device  Classification  Panel  that  medical 
support  stockings  be  classified  into  class 
II.  FDA  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  FDA 
believes  that  adequate  labeling, 
including  the  size  of  the  device  and  a 
description  of  the  different  uses  of  the 
device,  and  compliance  by 
manufacturers  with  the  good 
manufacturing  practice  regulation  will 
assure  the  quality  of  the  device  and 
assure  that  the  device  does  not  increase 
the  risk  of  embolic  complications. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subparl  F 
by  adding  new  |  880.5780,  to  read  as 
follows: 

§  880.5780  Medical  support  stocking. 

(a)  Identification.  A  medical  support 
stocking  is  a  device  used  to  help  prevent 
pooling  of  blood  in  the  leg. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m„  Monday  through 
Friday. 


Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  79-26086  Filed  8-23-79;  8:45  am) 
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Medical  Devices;  Classification  of  I.V. 
Set  Stopcocks 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  I.V.  set  Stopcocks  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  20910,  301- 
427-7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  I.V,  set  stopcocks: 

1.  Identification:  An  I.V.  set  stopcock  is  a 
device  consisting  of  an  outer  valve  shell  to 
which  two  or  more  tubes  can  be  connected 
and  an  inner  movable  valve  which,  when 
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turned  to  different  positions,  interconnects 
the  several  fluid  paths  from  the  tubes  to 
permit  or  prevent  the  flow  of  fluid  between 
tubes. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  medium  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 

I.V.  set  stopscocks  be  classifed  into  class  II 
because  the  Panel  believes  that  a  standard  is 
needed  to  assure  proper  connection  between 
the  "female”  and  "male”  connectors  of  the 
stopcock,  and  the  corresponding  "male”  and 
"female”  connectors  of  the  tubing.  The  Panel 
also  believes  the  label  of  the  device  should 
indicate  the  pathways  for  the  flow  of  fluids. 
The  Panel  believes  that  general  controls 
would  not  provide  sufficient  control  over 
these  characteristics.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  Inappropriate  therapy: 
Fluid  leakage  at  the  connection  site  or 
erroneous  indication  of  fluid  path  through  the 
stopcock  could  cause  a  failure  to  deliver  the 
appropriate  amount  of  fluid  to  the  patient, 
resulting  in  inappropriate  therapy. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
I.V.  set  stopcocks  be  classified  into  class 
II  {performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risk  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  standard  to  provide  this 
assurance. 

Therefore,  uhder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Slat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5800,  to  read  as 
follows: 

§  880.5800  I.V.  set  stopcock. 

(a)  Identification.  An  I.V.  set  stopcock 
is  a  device  consisting  of  an  outer  valve 
shell  to  which  two  or  more  tubes  can  be 
connected  and  an  inner  movable  valve 
which,  when  turned  to  different 
positions,  interconnects  the  several  fluid 
paths  from  the  tubes  to  permit  or 
prevent  the  flow  of  fluid  between  tubes. 


(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm,  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
conunents  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identiHed  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  7S-26087  Filed  8-23-79;  8:45  am] 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1324] 

Medical  Devices;  Classification  of 
Scrotal  Supports 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  scrotal  supports  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  FDA  is  also  publishing  the 
recommendation  of  the 
Gastroenterological-Urological  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23. 1979. 
It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 


65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
’  (HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  20910,  301- 
427-7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Gastroenterological-Urological  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  scrotal  supports: 

1.  Identificafion:  A  scrotal  support  is  a 
device  consisting  of  a  pouch  attached  to  an 
elastic  waistband  used  to  support  the 
scrotum  (the  sac  that  contains  the  testicles) 
for  therapeutic  purposes. 

2.  Recommended  classification:  The 
General  Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that  this 
device  be  classified  into  class  I  (general 
controls).  The  Panel  recommends  that  this 
device  be  exempt  from  premarket  notification 
under  section  510(k)  of  the  Federal  Food, 

Drug,  and  Cosmetic  Act  (21  U.S.C.  360(k))  and 
the  good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  (21  U.S.C. 
360j(f)).  The  Gastroenterological-Urological 
Device  Classification  Panel  recommrads  that 
this  device  be  classified  into  class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  scrotal  supports  be 
classified  into  class  1  because  the  Panel 
believes  that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device.  The  Panel 
recommends  that  the  device  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  act  because  the  Panel  believes  that  P'DA 
does  not  need  to  receive  premarket 
notification  of  a  manufacturer’s  intent  to 
market  this  simple  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
the  good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  because  the 
Panel  believes  that  the  quality  of  the  device 
is  easily  discernible  and  that  defects  are 
readily  apparent  to  the  user.  The 
Gastroenterological-Urological  Device 
Classification  Panel  recommends  that  this 
device  be  classified  into  class  II  because  the 
Panel  believes  that  materials  used  in  the 
device  should  be  compatible  with  the  skin. 
The  Panel  believes  that  general  controls 
would  not  provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
standard  would  provide  reasonable 
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assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendations  are  based:  The  Panels 
based  their  recommendations  on  the  Panel 
members’  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health;  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
identified  no  risks  to  health.  The 
Gastroenterological-Urological  Device 
Classification  Panel  identified  the  following 
risk  to  health:  Skin  irritation:  Materials  used 
in  the  construction  of  the  device  may  irritate 
the  skin. 

Proposed  Classification 

FDA  agrees  with  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  recommendation  that  scrotal 
supports  be  classified  into  class  I 
(general  controls).  FDA  has  review  the 
recommendations  of  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  and  the 
Gastroenterological-Urological  Device 
Classification  Panel  for  scrotal  supports. 
The  agency  has  concluded  that  the 
classification  of  scrotal  supports  should 
be  published  in  the  part  of  the  Code  of  . 
Federal  Regulations  for  General 
Hospital  and  Personal  Use  Devices.  The 
agency  disagrees  with  the 
recommendation  of  the 
Gastroenterological-Urological  Device 
Classification  Panel  that  scrotal 
supports  be  classified  into  class  II 
(performance  standards)  because  the 
history  of  use  of  this  device  shows  that 
the  risk  of  skin  irritation  by  materials 
used  in  the  device  is  minimal.  FDA 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel's  recommendation  that 
manufacturers  of  a  scrotal  support  be 
exempt  from  section  510(k)  of  the  act, 
FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510(a) 
through  (I)  of  the  act.  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations  (21  CFR  part  807). 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a  scrotal 
support,  the  agency  cannot  make  the 
required  Finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 


device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  scrotal 
support.  The  agency  does  not  at  this 
time  anticipate  that  premarket  approval 
will  be  required  for  this  device.  The 
agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510{j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

In  response  to  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel’s  recommendation  that 
manufacturers  of  a  scrotal  support  be 
exempt  from  the  device  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(0  of  the  act, 
FDA  is  proposing  that  a  manufacturer  of 
this  device  be  exempt,  in  the 
manufacture  of  the  device,  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  scrotal  support  must 
still  be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of  a 
scrotal  support  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  680  in  Subpart  F 
by  adding  new  §  880,5820,  to  read  as 
follows: 


§  880.5820  Scrotal  support 

(a)  Identification.  A  scrotal  support  is 
a  device  consisting  of  a  pouch  attached 
to  an  elastic  waistband  used  to  support 
the  scrotum  (the  sac  that  contains  the 
testicles)  for  therapeutic  pufposes. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26088  Filed  8-23-79;  8:45  am) 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1325] 

Medical  Devices;  Classification  of 
Piston  Syringes 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (PDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  piston  syringes  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  this 
device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  FDA  is  also  publishing  the 
recommendations  of  the  Dental  Device 
Classification  Panel  and  the  Ophthalmic 
Device  Classification  Panel  that  this 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 


49907 


Federal  Register  /  Vol.  44,  No.  166  /  Friday.  August  24,  1979  /  Proposed  Rules 


the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration.  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  the  Dental 
Device  Classification  Panel,  and  the 
Ophthalmic  Device  Classification  Panel, 
FDA  advisory  committees,  made  the 
following  recommendations  regarding 
the  classification  of  piston  syringes; 

1.  Identification;  A  piston  syringe  is  a 
device  consisting  of  a  calibrated  hollow 
barrel  and  a  movable  plunger.  At  one  end  of 
the  barrel  there  is  a  male  connector  for  fitting 
the  female  connector  (hub)  of  a  hypcdeimic 
single  lumen  needle.  The  device  is  used  to 
inject  fluids  into  or  withdraw  fluids  from  the 
body.  The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  identified  this 
generic  type  of  device  under  the  name 
“piston  syringe.”  The  Dental  Device 
Classification  Panel  identified  this  generic 
type  of  device  under  the  name  “luer-lock  drug 
syringe."  The  Ophthalmic  Device 
Classification  Panel  identified  this  generic 
tj'pe  of  device  under  the  name  “ophthalmic 
syringe.” 

2.  Recommended  classification;  The 
General  Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that  the 
device  be  classified  into  class  II  (performance 
standards)  and  that  establishing  a 
performance  standard  for  the  device  be  a 
medium  priority.  The  Dental  Device 
Classification  Panel  recommends  that  the 
device  be  classified  into  class  I  (general 
controls)  and  that  the  device  be  exempt  from 
registration,  device  listing,  and  premarket 
notification  under  section  510  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C.  360), 
records  and  reports  under  section  519  of  the 
act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 


The  Ophthalmic  Device  Classification  Panel 
recommends  that  the  device  be  classified  into 
class  I  (general  controls]  and  that  there  be  no 
exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  the  device  be  classified  into 
class  II  because  the  Panel  believes  that  a 
standard  is  needed  to  assiue  a  proper 
connection  between  the  male  connector 
(nozzle]  of  the  syringe  and  the  female 
connector  (hub)  of  needle.  The  Panel  believes 
that  general  controls  would  not  provide 
sufficient  control  over  this  characteristic.  The 
Panel  believes  that  a  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance.  The  Dental  Device 
Classification  Panel  recommends  that  the 
device  be  classified  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device. 
This  device  has  been  used  in  dentistry  for 
many  years,  uses  materials  in  contact  with 
the  body  that  are  generally  acceptable  or  that 
have  known  and  acceptable  properties,  and 
is  safe  and  effective  without  additional 
control  requirements  imposed  under  a 
performance  standard.  The  Panel 
recommends  that  the  device  be  exempt  from 
registration,  device  listing,  and  premarket 
notification  under  section  510  of  the  act 
because  the  Panel  believes  that  FDA  does  not 
need  to  know  who  manufactures  this  simple 
device.  The  Dental  Device  Classification 
Panel  also  recommends  that  the  device  be 
exempt  from  records  and  reports 
requirements  under  section  519  of  the  act 
because  the  Panel  believes  that  requiring  this 
information  will  not  serve  a  useful  purpose. 
The  Panel  also  recommends  that  the  device 
be  exempt  from  the  good  manufacturing 
practice  regulation  under  section  520(f)  of  the 
act  because  the  Panel  believes  that  the 
quality  of  the  device  is  easily  discernible  and 
that  defects  are  readily  apparent  to  the  user. 
The  Ophthalmic  Device  Classification  Panel 
recommends  that  the  device  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel  also 
believes  that  the  composition  of  materials 
used  in  the  device  should  be  specified  in  the 
labeling  and  that  manufacturers  should 
voluntarily  assure  that  the  device  is 
sterilizable. 

4.  Summary  of  data  on  which  the 
recommendations  are  based;  All  three  Panels 
based  their  recommendations  on  the  Panel 
members’  personal  knowledge  of.  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
identified  the  following  risks  to  health:  (a) 
Infection:  Inadequate  sterilization  of  the 
device  may  cause  infection  in  the  patient,  (b) 
Inappropriate  therapy:  If  the  measurement 
markings  on  the  barrel  of  the  syringe  are  not 
accurate,  administration  of  an  incorrect  drug 
dosage  could  cause  inappropriate  therapy,  (c) 
Toxic  reactions:  If  the  material  used  in  the 
construction  of  the  syringe  is  not  compatible 


with  the  body  or  interacts  with  fluids  used  in 
the  device,  a  toxic  reaction  could  occur,  (d) 
Leakage  of  fluid:  If  the  connection  between 
the  needle  and  the  syringe  is  not  tight, 
leakage  of  fluids  could  occur.  The  Dental 
Device  Classification  Panel  and  the 
Ophthalmic  Device  Classification  Panel 
identified  no  risks  to  health. 

Proposed  Classification 

FDA  agrees  with  the  recommendation 
of  the  General  Hospital  and  Personal 
Use  Device  Classification  Panel  and  is 
proposing  that  piston  syringes  be 
classified  into  class  II  (performance 
standards).  The  agency  has  reviewed 
the  recommendation  of  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  for  piston  syringes, 
the  recommendation  of  the  Dental 
Device  Classification  Panel  for  luer-lock 
•drug  syringes,  and  the  recommendation 
of  the  Ophthalmic  Device  Classification 
Panel  for  ophthalmic  syringes,  and  has 
concluded  that  the  device  should  be 
named  “piston  syringe”  and  its 
classification  be  published  in  the  part  of 
the  Code  of  Federal  Regulations  for 
General  Hospital  and  Personal  Use 
Devices.  The  agency  disagrees  with  the 
recommendation  of  the  Dental  Device 
Classification  Panel  and  the  Ophthalmic 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
agency  believes  that  a  performance 
standard  is  needed  to  assure  accurate 
measurement  marking  on  the  sytringe 
barrel,  use  of  biocompatible  materials  in 
the  device,  and  incorporation  of  a 
standard  type  of  connector.  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  standard  to  provide  this 
assurance.  Because  the  agency  has 
decided  that  piston  syringes  should  be 
classified  into  class  II  rather  than  class 
I,  the  agency  is  not  required  to  publish  a 
regulation  adopting  or  rejecting  the 
recommendation  of  the  Dental  Device 
Classification  Panel  that  this  device  be 
exempt  from  registration,  device  listing, 
and  premarket  notification  under 
section  510  of  the  act,  records  and 
reports  requirements  under  section  519 
of  the  act,  and  good  manufacturing 
practice  regulation  under  section  520(f) 
of  the  act. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (Secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
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Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5860,  to  read  as 
follows: 

§  880.5860  Piston  syringe. 

(a)  Identification.  A  piston  syringe  is  a 
device  consisting  of  a  calibrated  hollow 
barrel  and  a  movable  plunger.  At  one 
end  of  the  barrel  there  is  a  male 
connector  for  htting  the  femal  connector 
(hub)  of  a  hypodermic  single  lumen 
needle.  The  device  is  used  to  inject 
fluids  into  or  withdraw  fluids  from  the 
body. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers  * 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26089  Filed  8-23-79;  8:45  amj 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1327] 

Medical  Devices;  Classification  of 
Nasogastric  Tubes 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  nasogastric  tubes  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendations  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Anesthesiology  Device  Classification 
Panel  that  the  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 


DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Anesthesiology  Device  Classification 
Panel,  FDA  advisory  committees,  made 
the  following  recommendations  with 
respect  to  the  classification  of 
nasogastric  tubes: 

1.  Identification:  A  nasogastric  tube  is  a 
device  inserted  through  the  patient's  nose 
into  the  upper  gastrointestinal  tract  to 
provide  liquid  nourishment  to  the  patient  or 
to  remove  air  or  liquid.  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
identified  this  generic  type  of  device  under 
the  names  “feeding  tube”  and  “Levine  tube." 
The  Anesthesiology  Device  Classification 
Panel  identified  this  generic  type  of  device 
under  the  name  “nasogastric  tube.” 

2.  Recommended  classification:  Class  I 
(general  controls).  Both  Panels  recommend 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Anesthesiology  Device 
Classification  Panel  recommends  that  the 
device  be  classified  into  class  I  (general 
controls)  because  the  Panel  believes  that  if 
the  use  of  this  device  is  restricted  to  trained 
personnel,  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device.  Similarly,  the 
General  Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that  this 
device  be  classified  into  class  I  (general 
controls)  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel  also 
recommends  that  the  labeling  of  the  device 
state  the  tube  size,  whether  the  device  is 
sterilizable  or  sterile  disposable,  and  whether 
the  material  used  is  nontoxic. 

.  4.  Summary  of  data  on  which  the 
recommendations  are  based:  Both  Panels 
based  their  recommendations  on  the  Panel 
members'  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  Both  Panels  identified 
the  following  risks  to  health:  (a)  Injury  to 


gastrointestinal  tract  and  nasal  mucosa;  If  the 
device  is  not  of  proper  size,  shape,  and 
flexibility,  injury  to  internal  mucosa  could 
result.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel  identified 
these  additional  risks  to  health:  (b)  Infection: 

If  the  device  is  not  sterilized  properly, 
infection  could  result,  (c)  Tissue  irritation:  If 
the  material  used  in  the  device  is  not 
biocompatible,  tissue  irritation  may  occur. 

Proposed  Classification 

FDA  agrees  with  both  Panels’ 
recommendations  and  is  proposing  that 
nasogastric  tubes  be  classified  into  class 
I  (general  controls)  with  not  exemptions. 
The  agency  has  reviewed  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  for  feeding  tubes  and  Levine  tubes 
and  the  recommendation  of  the 
Anesthesiology  Device  Classification 
Panel  for  nasogastric  tubes  and  has 
concluded  that  the  device  should  be 
named  “nasogastric  tube"  and  its 
clasification  should  be  published  in  the 
part  of  the  Code  of  Federal  Regulations 
for  General  Hospital  and  Personal  Use 
Devices,  the  Agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  this  device. 

Therefore,  imder  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commsssioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  §  880.5900,  to  read  as  follows: 

§  880.5900  Nasogastric  tube. 

(a)  Identification,  a  nasogastric  tube  is 
a  device  inserted  through  the  patient’s 
nose  into  the  upper  gastrointestinal  tract 
to  provide  liquid  nourishment  to  the 
patient,  or  to  remove  air  or  liquid. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 
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Dated:  August  10, 1979. 

WMiam  F.  Randolph, 

Aiding  Associate  Commissioner  for 
Regulatory  Affairs. 

pH  Doc.  7S-ae090  Ftlad  S-a3-79i  MS  am| 

eHXINO  CODE  4110-«8-M 


[21  CFR  Part  880] 

IDocket  No.  78N-1328] 

Medical  Devices;  Classification  of  Fluid 
Delivery  Tubing 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  fluid  delivery  tubing  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classiHed  into  class  II.  The 
effect  of  classifying  a  device  into  class  11 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  20910,  301- 
427-7555. 

SUPPLEMENTARY  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  fluid  delivery  tubing: 

1.  Identification;  Fluid  delivery  tubing  Ls  a 
device  consisting  of  a  flexible  tube  used  in 
conjunction  with  other  devices  to  deliver 
fluids  to  a  patient’s  vascular  system. 


2.  Recommended  classihcation:  Class  II 
(performance  standards).  The  Panel 
leeoBimends  that  establishing  a  performance 
standard  for  this  device  be  a  medium  priority. 

3.  Summary  of  reasons  for 
fecommendation:  The  Panel  recommends  that 
fluid  delivery  tubing  be  classifled  into  class  11 
because  the  Panel  believes  that  a 
performance  standard  is  needed  to  assure 
that  the  material  used  in  the  device  does  not 
leaoh  toxic  substances  into  the  fluid  and  that 
the  tubing  is  sterilizable,  kink  resistant,  and 
flexible.  The  Panel  recommends  that  the 
labeling  give  instructions  for  sterilization. 

The  Panel  believes  that  general  controls 
would  not  provide  sufficient  control  over 
these  characteristics.  The  Panel  believes  that 
a  standard  would  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  Toxic  reaction;  If  the 
device  leaches  toxic  substances  into  the  fluid, 
a  toxic  reaction  might  occur  in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
fluid  delivery  tubing  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  standards  to 
provide  this  assurance. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5910,  to  read  as 
follows: 

§  880.5910  Fluid  delivery  tubing. 

(a)  Identjfication.  Fluid  delivery 
fubirig  is  a  device  consisting  of  a  flexible 
tube  used  in  conjunction  with  other 
devices  to  deliver  fluids  to  a  patient’s 
vascular  system. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23. 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 


submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

(FR  Doc.  79-26091  Filed  8-23-79;  8:45  am] 
eiLUNG  CODE  4110-03-M 


[21  CFR  Part  880] 

(Docket  No.  78N-1329] 

Medical  Devices;  Classification  of 
Umbilicai  Occlusion  Devices 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  umbilical  occlusion  devices 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  20910,  301- 
427-7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
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advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  umbilical  occlusion 
devices: 

1.  Identification:  An  umbilical  occlusion 
device  is  a  clip,  tie,  tape,  or  other  article  used 
to  close  the  blood  vessels  in  the  umbilical 
cord  of  a  newborn  infant. 

2.  Recommended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions  for  this  device. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
umbilical  occlusion  devices  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel  also 
recommends  that  the  labeling  state  whether 
the  device  is  sterile  or  sterilizable. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Bleeding:  Failure  of 
the  device  to  occlude  the  blood  vessels  in  the 
umbilical  cord  properly  may  result  in 
bleeding. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
umbilical  occlusion  devices  be  classified 
into  class  I  (general  controls]  with  no 
exemptions.  FDA  is  aware  that  there  is 
a  possibility  of  infection  if  the  device  is 
not  sterile.  The  agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055.  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  F 
by  adding  new  §  880.5950,  to  read  as 
follows: 

§  880.5950  Umbilical  occlusion  device. 

(a)  Identification.  An  umbilical 
occlusion  device  is  a  clip,  tie,  tape,  or 
other  article  used  to  close  the  blood 
vessels  in  the  umbilical  cord  of  a 
newborn  infant. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane.  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 


document  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26092  Filed  B-23-79;  B:4S  am] 

aUi.lNG  CODE  4110-03-M 


[21  CFR  Part  880] 

(Docket  No.  78N-1330] 

Medical  Devices;  Classification  of 
Absorbent  Tipped  Applicators 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  absorbent  tipped  applicators 
into  class  1  (general  controls).  FDA  is 
also  publishing  the  reconunendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  the 
Gastroenterology  and  Urology  Device 
Classification  Panel,  the  Dental  Device 
Classification  Panel,  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  October  23. 1979. 
it  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin.  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  20910.  301- 
427-7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  the 


Gastroenterology  and  Urology  Device 
Classification  Panel,  the  Dental  Device 
Classification  Panel,  and  the  General 
and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  absorbent  tipped 
applicators: 

1.  Identification:  An  absorbent  tipped 
applicator  is  a  device  that  consists  of  an 
absorbent  swab  on  a  w'ooden,  paper,  or 
plastic  stick.  The  device  is  used  to  apply 
medication  or  to  take  specimens  from  a 
patient.  The  Gastroenterology  and  Urology 
Device  Classification  Panel  identified  this 
generic  type  of  device  under  the  name 
“gastro/urology  applicators."  The  Dental 
Device  Classification  Panel  identified  this 
generic  type  of  device  under  the  name 
“cotton  applicators.”  The  General  and  Plastic 
Surgery  Device  Classification  Panel  identified 
this  generic  type  of  device  under  the  name 
“cotton/dye  applicators.” 

2.  Recommended  classification:  Class  1 
(general  controls).  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  this  device  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and,  if  the  device  is  not  labeled 
as  sterile,  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

The  Gastroenterology  and  Urology  Device 
Classification  Panel  recommends  that  this 
device  be  exempt  from  registration,  device 
listing,  and  premarket  notification  under 
section  510  of  the  act  and  exempt  from  good 
manufacturing  practice  regulations  imder 
section  520(f)  of  the  act.  The  Dental  Device 
Classification  Panel  recommends  that  this 
device  be  exempt  from  premarket  notification 
regulations  under  section  510(k)  of  the  act, 
records  and  reports  regulations  under  section 
519  of  the  act  (21  U.S.C.  360i)  and  good 
manufacturing  practice  regulations  under 
section  520(f)  of  the  act.  The  General  and 
Plastic  Surgery  Device  Classification  Panel 
recommends  that  there  be  no  exemptions  for 
this  device. 

3.  Summary  of  reasons  for  < 
recommendation:  The  Panels  recommend  that 
absorbent  tipped  applicators  be  classified 
into  class  I  because  the  Panels  believe  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The 
Gastroenterology  and  Urology  Device 
Classification  Panel  recommends  that  this 
device  be  exempt  from  registration,  device 
listing,  and  premarket  notification  regulations 
under  section  510  of  the  act  because  the 
Panel  believes  that  FDA  does  not  need  to 
know  who  is  manufacturing  this  simple 
device.  The  General  Hospital  and  Personal 
Use  Device  Classification  Panel  and  the 
Dental  Device  Classification  Panel 
recommend  that  this  device  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  act  because  the  Panels  believe  that  FDA 
does  not  need  to  receive  premarket 
notification  of  a  manufacturer's  intent  to 
market  this  simple  device.  The  Panels 
recommend  that  this  device  be  exempt  from 
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the  good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  because  the 
Panels  believe  that  the  quality  of  the  device 
is  easily  discernible  and  defects  are  readily 
apparent  to  the  user.  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
recommends  that  the  device  labeling  warn 
users  that  improper  use  may  cause  puncture 
wounds.  The  Gastroenterology  and  Urology 
Device  Classification  Panel  recommends  that 
this  device  be  used  by  or  under  the  direction 
of  a  physician  when  used  for 
gastroenterology  or  urology  purposes. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panels  based 
their  recommendations  on  the  Panel 
members'  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Infection:  If  the 
device  is  labeled  as  sterile  and  is  not  sterile, 
pathogenic  organisms  could  cause  infection 
in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panels’ 
recommendati.^ns  and  is  proposing  that 
absorbent  tipped  applicators  be 
classified  into  class  1  {general  controls). 
The  agency  has  reviewed  the 
recommendations  of  the  Genera! 
Hospital  and  Personal  Use  Device 
Classification  Panel  for  absorbent 
tipped  applicators,  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  for  cotton  dye  applicators,  the 
Dental  Device  Classification  Panel  for 
cotton  applicators,  and  the 
Gi>stroenterology  and  Urology  Device 
Classification  Panel  for  gastro/urology 
applicators,  and  has  concluded  that  the 
device  should  be  named  “absorbent 
tipped  applicator”  and  its  classification 
be  published  in  the  part  of  the  Code  of 
Federal  Regulations  for  General 
Hospital  and  Personal  Use  Devices.  The 
agency  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Gastroenterology 
and  Urology  Device  Classification  Panel 
recommendaion  that  manufacturers  of 
absorbent  tipped  applicators  be  exempt 
from  section  510  of  the  act,  and  in 
response  to  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel  and  the  Dental  Device 
Classification  Panel  that  absorbent 
tipped  applicators  be  exempt  from 
section  510(k)  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510(a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4)  of  the  act.  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 


necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  an 
absorbent  tipped  applicator,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  the  agency 
needs  to  be  able  to  identify  the  firms 
manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  an  absorbent  tipped 
applicator.  The  agency  does  not  at  this 
time  anticipate  that  premarket  approval 
will  be  required  for  this  device.  The 
agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

FDA  disagrees  with  the  Dental  Device 
Classification  Panel’s  recommendation 
that  manufacturers  of  an  absorbent 
tipped  applicator  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act.  The  records  and 
reports  requirements  in  several  of  FDA’s 
present  deAdce  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  Exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of 
an  absorbent  tipped  applicator  be 
exempt  from  the  device  good 
manufacturing  practice  (GMP) 


regulation  under  section  520(f)  of  the  act, 
FDA  is  proposing  that  a  manufacturer  of 
this  device  who  does  not  label  or 
otherwise  represent  it  as  sterile  be 
exempt,  in  the  manufacture  of  the 
device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  with 
respect  to  complaint  files.  Based  on 
available  information  about  current 
practices  used  in  the  manufacture  of  the 
device  and  user  experience  with  the 
device,  the  agency  has  determined  that 
application  of  the  GMP  regulation,  other 
than  §  §  820.180  and  820.198,  is  unlikely 
to  improve  the  safety  and  effectiveness 
of  the  device.  The  agency  believes, 
however,  that  manufacturers  of  an 
absorbent  tipped  applicator,  even  when 
it  is  not  labeled  or  otherwise 
represented  as  sterile,  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198  to  ensure 
that  these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  an  absorbent  tipped 
applicator  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufactiurer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate.  A  manufacturer  of  an 
absorbent  tipped  applicator  that  is 
labeled  or  otherwise  represented  as 
sterile  is,  in  the  manufacture  of  this 
device,  subject  to  the  GMP  regulation  in 
its  entirety. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  by  adding 
new  Subpart  G  and  §  880.6025,  to  read 
as  follows: 

Subpart  G— General  Hospital  and 
Personal  Use  Miscellaneous  Devices 

§  880.6025  Absorbent  tipped  applicator. 

(a)  Identification.  An  absorbent 
tipped  applicator  is  a  device  that 
consists  of  an  absorbent  swab  on  a 
wooden,  paper,  or  plastic  stick.  The 
device  is  used  to  apply  medications  or 
to  take  specimens  from  a  patient. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter.  If 
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the  device  is  not  labeled  or  otherwise 
represented  as  sterile,  it  also  is  exempt 
from  the  good  manufacturing  practice 
regulation  in  Part  820  of  this  chapter, 
with  the  exception  of  §  820.180,  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198.  with 
respect  to  complaint  files. 

Interested  persons  may,  on  or  before 
October  23. 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated;  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

!KR  Doc.  r9-a)093  Filed  8-23-79;  8:45  am] 

BILLING  CODE  411(H)3-M 


121  CFR  Part  880] 

(Docket  No.  78N-1332] 

Medical  Devices;  Classification  of  Ice 
Bags 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
.Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ice  bags  into  class  I  (general 
controls).  FDA  is  also  publishing  the  " 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  1.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

OATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration.  Rm.  4- 
C5.  5600  Fishers  Lane,  Rockville,  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin.  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silvd^  Spring.  MD  20910,  301- 
427-7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  ice  bags: 

1.  Identification:  An  ice  bag  is  a  device  ui 
the  form  of  a  container  intended  to  be  filled 
with  ice  used  to  apply  dry  cold  to  an  area  of 
the  body  for  therapeutic  purposes.  The  device 
may  include  a  holder  that  keeps  the  bag  in 
place  against  an  external  area  of  a  patient. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
ice  bags  be  classihed  into  class  I  because  the 
Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device. 

The  Panel  recommends  that  this  device  be 
exempt  from  premarket  notification  under 
section  510(k)  of  the  act  because  the  Panel 
believes  that  FDA  does  not  need  to  receive 
premarket  notification  of  a  manufacturer’s 
intent  to  market  this  simple  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
the  good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  because  the 
Panel  believes  that  the  quality  of  the  device 
is  easily  discernible  and  that  defects  are 
readily  apparent  to  the  user.  The  Panel  also 
recommends  that  the  device  be  sterilizable  if 
reuse  is  possible. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health;  Cross-infection;  If  the 
device  is  not  capable  of  being  sterilized  for 
reuse,  cross-infection  could  occur  between 
patients. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
ice  bags  be  classified  into  class  I 
(general  controls).  The  history  of  use  of 
the  device  has  shown  that  there  is* 
minimal  risk  of  crossinfection  caused  by 
the  device.  Therefore,  the  agency 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 


assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
an  ice  bag  be  exempt  from  section  510(k) 
of  the  act,  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510(a) 
through  (j)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations  (21  CFR  Part  807). 
Under  section  510(g)(4)  of  the  act.  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  an  ice 
bag.  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  an  ice  bag.  The 
agency  does  not  at  this  time  anticipate 
that  premarket  approval  w’ill  be  required 
for  this  device.  The  agency  believes  that 
the  semiannual  updating  of  device 
listing  under  section  510(])(2)  will 
provide  FDA  with  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of 
an  ice  bag  be  exempt  from  the  device 
good  manufacturing  practice  (GMP) 
regulation  under  section  520(0  of  the  act. 
FDA  is  proposing  that  a  manufacturer  of 
this  device  who  does  not  label  or 
otherwise  represent  it  as  sterile  be 
exempt,  in  the  manufacture  of  the 
device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believ'es, 
however,  that  manufacturers  of  an  ice 
bag,  even  when  it  is  not  labeled  or 
otherwise  represented  as  sterile,  must 
still  be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
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also  believes  that  manufachirers  of  an 
ice  bag  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  hies,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer's  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate.  A  manufacturer  of  an 
ice  bag  that  is  labeled  or  otherwise 
represented  as  sterile  is,  in  the 
manufacture  of  this  device,  subject  to 
the  GMP  regulation  in  its  entirety. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a]))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6050,  to  read  as 
follows: 

§880.6050  Ice  bag. 

(a)  Identification.  An  ice  bag  is  a 
device  in  the  form  of  a  container 
intended  to  be  filled  with  ice  that  is  used 
to  apply  dry  cold  therapy  to  an  area  of 
the  body  for  therapeutic  purposes.  The 
device  may  include  a  holder  that  keeps 
the  bag  in  place  against  em  external  area 
of  the  patient. 

(b)  CloBsification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter.  If 
the  device  is  not  labeled  or  otherwise 
represented  as  sterile,  it  also  is  exempt 
from  the  good  manufacturing  practice 
regulation  in  Part  820  of  this  chapter, 
with  the  exception  of  §  820.180,  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305).  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 


Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26094  Filed  S-23-7e;  8:45  am] 
BILUNG  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1333] 

Medical  Devices;  Classification  of 
Disposable  Bedding 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  disposable  bedding  into  class 
I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  publication  in 
the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  20910,  301- 
427-7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Re^ster  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  disposable  bedding: 

1.  Identification:  Disposable  bedding  is  a 
device  intended  to  be  used  by  one  patient  for 
a  period  of  time  and  then  discarded.  This 
generic  type  of  device  includes  disposable 
bedsheets,  bedpads,  pillows  and  pillowcases, 
blankets,  and  emergency  rescue  blankets. 


2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  the  device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  380j(f)). 

3.  Summai:y  of  reasons  for 
recommendation:  The  Panel  recommends  that 
disposal  bedding  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  ^at  defects  are  readily 
apparent  to  the  user.  The  Panel  also 
recommends  that  the  material  used  in  the 
bedding  be  non-irritating  to  the  skin. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  member's 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  Skin  irritation:  The 
device  could  cause  skin  irritation  to  the 
patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
disposable  bedding  be  classified  into 
class  I  (general  controls).  The  history  of 
use  of  the  device  has  shown  that  there  is 
minimal  risk  of  skin  irritation  caused  by 
the  device.  Therefore,  the  agency 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  (rf 
disposable  bedding  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  who  does 
not  label  or  otherwise  represent  it  as 
sterile  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of 
disposable  bedding,  even  when  it  is  not 
labeled  or  otherwise  represented  as 
sterile,  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufactmers  have  adequate  systems 
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for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  disposable  bedding 
must  still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate.  A 
manufacturer  of  disposable  bedding  that 
is  labeled  or  otherwise  represented  as 
sterile  is,  in  the  manufacture  of  this 
device,  subject  to  the  GMP  regulation  in 
its  entirety. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Slat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6060,  to  read  as 
follows: 

§  860.6060  Disposable  bedding. 

(a)  Identification.  Disposable  bedding 
is  a  device  intended  to  be  used  by  one 
patient  for  a  period  of  time  and  then 
discarded.  This  generic  type  of  device 
includes  disposable  bedsheets,  bedpads, 
pillows  and  pillowcases,  blankets,  and 
emergency  rescue  blankets. 

(b)  Classification.  Class  I  (general 
controls).  If  the  device  is  not  labeled  or 
otherwise  represented  as  sterile,  it  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820  of  this 
chapter,  with  the  exception  of  §  820.180, 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Interested  persons  may,  on  or  before 
(October  23, 1979)  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane.  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 


Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  79-26095  Filed  8-23-79;  8:45  am] 
BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1334] 

Medical  Devices;  Classification  of  Bed 
Boards 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  bed  boards  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendations  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23,  "1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  ^ 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave..  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  bed  boards: 

1.  Identification:  A  bed  board  is  a  device 
consisting  of  a  stiff  board  used  to  increase 
the  firmness  of  a  bed  for  therapeutic 
purposes. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 


that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
bed  boards  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device. 

The  Panel  recommends  that  this  device  be 
exempt  from  premarket  notification  under 
section  510(k)  of  the  act  because  the  Panel 
believes  that  FDA  does  not  need  to  receive 
premarket  notification  of  a  manufacturer’s 
intent  to  market  this  simple  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
JIhe  good  manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
because  the  Panel  believes  that  the  quality  of 
the  device  is  easily  discernible  and  that 
defects  are  readily  apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  ClassiHcation 

FDA  agress  with  the  Panel 
recommendation  and  is  proposing  that 
bed  boards  be  classified  into  class  1 
(general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
bed  board  be  exempt  from  section  510(k) 
of  the  act  (21  U.S.C.  360(k)).  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510  (a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a  bed 
board,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  bed  board. 

The  agency  does  not  at  this  time 
anticipate  that  premarket  approval  will 
be  required  for  this  device.  The  agency 
believes  that  the  semiannual  updating  of 
device  listing  under  section  510(j)(2)  will 
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provide  FDA  with  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
bed  board  be  exempt  from  the  device 
good  manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)),  FDA  is  proposing  that 
a  manufacturer  of  this  de\ice  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  bed  board  must  still 
be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of  a 
bed  board  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defect,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6070,  to  read  as 
follows: 

§880.6070  Bed  board. 

(a)  Identification.  A  bed  board  is  a 
device  consisting  of  a  stiff  board  used  to 
increase  the  firmness  of  a  bed  for 
therapeutic  purposes. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 


records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated;  August  10, 1979. 

William  R.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  79-26096  Filed  6-23-79;  8:45  am] 
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[21  CFR  Part  880] 

[Docket  No.  78N-1335] 

Medical  Devices;  Classification  of 
Cardiopulmonary  Resuscitation 
Boards 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  cardiopulmonary 
resuscitation  boards  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  I.  'The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  pf  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 


Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  20910,  301- 
427-7555. 

tUPPLCMCNTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
backgroimd  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  and  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  cardiopulmonary 
resuscitation  boards: 

1.  Identification:  A  cardiopulmonary 
resuscitation  board  is  a  device  consisting  of  a 
rigid  board  which  is  placed  under  a  patient  to 
act  as  a  support  during  cardiopulmonary 
resuscitation. 

2.  Recommended  classification;  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
cardiopulmonary  resuscitation  boards  be 
classified  into  class  1  because  the  Panel 
believes  that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device.  The  Pane) 
recommends  that  this  device  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  act  because  the  Panel  believes  that  FDA 
does  not  need  to  receive  premarket 
notification  of  a  manufacturer’s  intent  to 
market  this  simple  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
the  good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  because  the 
Panel  believes  that  the  quality  of  the  device 
is  easily  discernible  and  that  defects  are 
readily  apparent  to  the  user.  The  Panel 
recommends  that  the  device  be  unbreakable, 
splinter-free,  and  of  the  proper  length. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
cardiopulmonary  resuscitation  boards 
be  classified  into  class  I  (general 
controls)  because  the  agency  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
cardiopulmonary  resuscitation  board  be 
exempt  from  section  510  of  the  act,  FDA 
is  proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
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under  section  510(a]  through  (j)  of  the 
act.  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulation  (21  CFR  Part  807).  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessarj'  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a 
cardiopulmonary  resuscitation  board, 
the  agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  a  cardiopulmonary 
resuscitation  board.  The  agency  does 
not  at  this  time  anticipate  that 
premarket  approval  will  be  required  for 
this  device.  The  agency  believes  that  the 
semiannual  updating  of  device  listing 
under  section  510(j)(2)  will  provide  FDA 
with  adequate  notice  concerning  new 
products  within  this  generic  type  of 
device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
cardiopulmonary  resuscitation  board  be 
exempt  from  the  device  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act, 
FDA  is  proposing  that  a  manufacturer  of 
this  device  be  exempt,  in  the 
manufacture  of  the  device,  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  cardiopulmonary 
resuscitation  board  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198  to  ensure 
that  these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  cardiopulmonary 
resuscitation  board  must  still  be 
required  to  comply  with  the  general 
requirements  concerning  records  in 
§  820.180  to  ensure  that  FDA  has  access 
to  complaint  files,  can  investigate 


device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer's 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6080,  to  read  as 
follows: 

§  880.6080  Cardiopulmonary  resuscitation 
board. 

(a)  Identification.  A  cardiopulmonary 
resuscitation  board  is  a  device 
consisting  of  a  rigid  board  which  is 
placed  under  a  patient  to  act  as  a 
support  during  cardiopulmonary 
resuscitation. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  79-26097  Filed  8-29-79;  8:45  am] 
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[21  CFR  Part  880] 

[Docket  No.  78N-1336] 

Medical  Devices;  Classification  of  Hot/ 
Cold  Water  Bottles 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  hot/cold  water  bottles  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Admendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-350), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  hot/cold  water  bottles: 

1.  Identification;  A  hot/cold  water  bottle  is 
a  device  in  the  form  of  a  container  intended 
to  be  filled  with  hot  or  cold  water  used  to 
apply  heat  or  cold  to  an  area  of  the  body  for 
therapeutic  purposes. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
hot/ cold  water  bottles  be  classified  into  class 
I  because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  this 
device  be  exempt  from  premarket  notification 
under  section  510(k]  of  the  act  because  the 
Panel  believes  that  FDA  does  not  need  to 
receive  premarket  notification  of  a 
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manufacturer's  intent  to  market  this  simple 
device.  The  Panel  recommends  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  that  defects  are  readily 
apparent  to  the  user.  The  Panel  recommends 
that  the  material  used  in  this  device  be 
leakproof.  In  addition,  the  Panel  recommends 
that  there  be  labeling  as  to  correct  usage,  e.g., 
a  warning  that  boiling  water  should  not  be 
used. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
hot/cold  water  bottles  be  classified  into 
class  1  (general  controls.  The  agency 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
hot/cold  water  bottle  be  exempt  from 
section  510(k)  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510(a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a  hot/ 
cold  water  bottle,  the  agency  cannot 
make  the  required  finding.  To  protect 
the  public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  hot/cold 
water  bottle.  The  agency  does  not  at  this 
time  anticipate  that  premarket  approval 
will  be  required  for  this  device.  The 
agency  believes  that  the  semiannual 
updating  of.device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
hot/cold  water  bottle  be  exempt  from 
the  device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 


manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
Kies.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  hot/cold  water  bottle 
must  still  be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of  a 
hot/cold  water  bottle  must  still  be 
required  to  comply  with  the  general 
requirements  concerning  records  in 
§  820.180  to  ensure  that  FDA  has  access 
to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6085,  to  read  as 
follows: 

§  880.6085  Hot/cold  water  bottle. 

(a)  Identification.  A  hot/cold  water 
bottle  is  a  device  in  the  form  of  a 
container  intended  to  be  filled  with  hot 
or  cold  water  used  to  apply  heal  or  cold 
to  an  area  of  the  body  for  therapeutic 
purposes. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180.  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198.  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 


copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  9  a.m.  and  4  p.m.. 
Monday  through  Friday. 

Date:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26098  Filed  S-23-79;  8:45  am| 
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[21  CFR  Part  880] 

[Docket  No.  78N-1338] 

Medical  Devices;  Classification  of 
Aerator  Cabinets 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  aerator  cabinets  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  11 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 


The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  aerator  cabinets: 

1.  Identification:  An  aerator  cabinet  is  a 
device  consisting  of  a  cabinet  with  a 
ventilation  system  designed  to  circulate  and 
exchange  the  air  in  the  cabinet  to  assist 
residual  ethylene  oxide  (ETO)  to  escape  from 
w  rapped  medical  devices  that  have 
undergone  ETO  sterilization. 

2.  Recommended  classification:  Class  II 
Iperformance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
aerator  cabinets  be  classified  into  class  II 
because  the  Panel  believes  that  the  electrical 
properties  of  the  aerator  cabinet  must  be 
controlled  through  an  electrical  safety 
standard.  The  Panel  also  believes  that 
performance  standards  are  needed  to  assure 

"adequate  air  movement  within  the  aerator 
cabinet  and  to  assure  proper  venting  of  the 
aerator  cabinet.  The  Panel  believes  that 
general  controls  would  not  provide  sufficient 
control  over  these  characteristics.  The  Panel 
believes  that  a  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Bums:  Medical 
devices  that  contain  residual  ETO  may  cause 
burns  where  they  contact  the  skin  or  body. 

(b)  Hemolysis  (destruction  of  red  blood  ceils) 
and  tissue  damage:  Implantable  devices  that 
contain  residual  ETO  may  cause  hemolysis 
and  localized  tissue  damage,  (c)  Electric 
shock:  Improper  device  design  and 
construction  or  device  malfunction  can  result 
in  electrical  shock. 

Proposed  Classificatioo 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
aerator  cabinets  be  classified  into  class 
II  (performance  standards).  The  agency 
believes  that  a  performance  standard  is 
necessary  for  this  device  because 
general  controls  alone  are  insufficient  to 
control  the  risks  to  health  presented  by 
the  device.  A  performance  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the 
device.  The  agency  also  believes  that 
there  is  sufficient  information  to 
establish  a  standard  to  provide  this 
assurance. 

In  the  Federal  Register  of  June  23, 1978 
(43  FR  27474),  FDA  proposed  to  amend 
Pacts  211  and  821  (21  CFR  Parts  211  and 
821)  to  establish  maximum  residue  limits 
and  maximum  levels  of  exposure  of 
ethylene  oxide  and  its  two  major 
reaction  products,  ethylene  chlorohydrin 


and  ethylene  glycol.  This  proposal 
would  impose  restrictions  on  the 
continued  use  of  eythlene  oxide  as  a 
sterilant  for  certain  drug  products  and 
medical  devices  for  human  use  by:  (1) 
Establishing  maximum  residue  limits  for 
ethylene  oxide  and  its  two  major 
reaction  products,  ethylene  chlorohydrin 
(2-chloroethanol)  and  ethylene  glycol,  in 
drug  products  for  human  and  veterinary 
use,  including  biological  products  for 
human  use,  and  in  medical  devices  for 
human  use;  and  (2)  establishing 
maximum  daily  levels  of  exposure  for 
drug  products  for  ethylene  oxide  and  its 
two  major  reaction  products.  FDA 
proposed  this  action  because  residues  of 
ethylene  oxide  and  its  two  major 
reaction  products  in  drug  products  and 
devices  for  which  ethylene  oxide  is  used 
as  a  sterilant  may  produce  toxic 
reactions  in  patients,  and  because  of  the 
potential  risk  of  mutagenicity  from 
exposure  to  these  residues.  The 
restrictions  imposed  by  this  proposed 
rule  concern  aerator  cabinets  because 
this  device  is  used  to  assist  residual 
ethylene  oxidaand  its  reaction  products 
to  escape  from  treated  products. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6100  as  follows: 

§  860.6100  Aerator  cabinet. 

(a)  Identification.  An  aerator  cabinet 
is  a  device  consisting  of  a  cabinet  with  a 
ventilation  system  designed  to  circulate 
and  exchange  the  air  in  the  cabinet  to 
assist  residual  ethylene  oxide  (ETO)  to 
escape  from  wrapped  medical  devices 
that  have  undergone  ETO  sterilization. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m..  Monday  through  Friday. 


Dated:  August  15. 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Doc.  79-26099  Filed  8-23-79«:4S  am) 

BILLING  COOC  4110-03-M 

[21  CFR  Part  880] 

[Docket  No.  78N-13401 

Medical  Devices;  Classification  of 
Medical  Chairs  and  Tables 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  medical  chairs  and  tables 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane.  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

Anotice  elsewhere  in  this  issue  of  the 
Federal  Register  provides  background 
information  concerning  the  development 
of  the  proposed  regulation.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following  ^ 
recommendation  with  respect  to  the 
classification  of  medical  chairs  and 
tables: 

1.  Identification:  A  medical  chair  or  table  is 
a  device  consisting  of  a  chair  or  table  without 
wheels  and  not  electrically  powered  which, 
by  reason  of  special  shape  or  attachments. 
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such  as  food  trays  or  headrests,  or  special 
features,  such  as  a  built-in  raising  and 
lowering  mechanism  or  removable  arms,  is 
designed  for  the  use  of  blood  donors,  geriatric 
patients,  or  patients  undergoing  treatment  or 
examination.  The  Panel  identified  this 
generic  type  of  device  under  the  names 
“blood  donor  chair,”  “examination  and 
treatment  chair,”  and  "geriatric  chair.” 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  h-om  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
medical  chairs  and  tables  be  classified  into 
class  1  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  act  because  the  Panel  believes  that  FDA 
does  not  need  to  receive  premarket 
notification  of  a  manufacturer’s  intent  to 
market  this  simple  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
the  good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  because  the 
Panel  believes  that  the  quality  of  the  device 
is  easily  discernible  and  that  defects  are 
readily  apparent  to  the  user.  The  Panel  also 
recommends  that  the  device  be  sufficiently 
stable  that  it  does  not  tip  over  and 
sufficiently  durable  that  it  does  not  collapse. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  rerximmendation  on  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
medical  chairs  and  tables  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
medical  chair  or  table  be  exempt  from 
section  510(k)  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510  (a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807),  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
'  and  listing  by  manufacturers  of  a 


medical  chair  or  table,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  the  agency 
needs  to  be  able  to  identify  the  firms 
manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  a  medical  chair  or  table.  The 
agency  does  not  at  this  time  anticipate 
that  premarket  approval  will  be  required 
for  this  device.  Tlie  agency  believes  that 
the  semiannual  updating  of  device 
listing  under  section  510(j)(2)  will 
provide  FDA  with  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
medical  chair  or  table  be  exempt  from 
the  device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  CMP  regulation 
except  §  820.180  (21  CFR  820.180).  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulaticm,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  medical  chair  or 
table  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  medical  chair  or 
table  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 


by  adding  new  S  880.6140,  to  read  as 
follows: 

§  880.6140  Medical  chair  and  table. 

(a)  Identification.  A  medical  chair  or 
table  is  a  device  consisting  of  a  chair  or 
table  without  wheels  and  not 
electrically  powered  which,  by  reason  of 
special  shape  or  attachments,  such  as 
food  trays  or  headrests,  or  special 
features  such  as  a  built-in  raising  and 
lowering  mechanism  or  removable  arms, 
is  designed  for  the  use  of  blood  donors, 
geriatric  patients,  or  patients  undergoing 
treatment  or  examination. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notiRcation  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  79-26100  Filed  8-23-79;  8:45  Wl| 

BU.UNG  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1341] 

Medical  Devices;  Classification  of 
Ultrasonic  Cleaners  for  Medical 
Instruments 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ultrasonic  cleaners  for 
medical  instruments  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  1.  The  effect  of  classifying  a  device 
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into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

OATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  Hnal  regulation 
based  on  this  proposal  become  effective 
30  days  after  ^e  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville,  MD 
20867. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin.  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  ultrasonic  cleaners  for 
medical  instruments: 

1.  Identification:  An  ultrasonic  cleaner  for 
medical  instruments  is  a  device  used  to  clean 
medical  instruments  by  the  emission  of  high 
frequency  soundwaves. 

2.  Recommended  classification;  Class  1 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
ultrasonic  cleaners  for  medical  instruments 
be  classified  into  class  I  because  the  Panel 
believes  that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device.  The  Panel 
also  recommends  that  the  device  labeling 
advise  users  to  check  periodically  the  level  of 
energy  emitted  by  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recunnendation  on  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  Ciassifkatkm 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
ultrasonic  cleaners  for  medical 
instruments  be  classified  into  class  I 
(general  controls)  with  no  exemptions. 
The  agency  believes  that  general 
controls  are  sufficient  to  provide 


reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  addition  to  the  Medical  Device 
Amendments  of  1976  (Pub.  L  94-295), 

FDA  has  authority  under  the  Radiation 
Control  for  Health  and  Safety  Act  of 
1968  (Pub.  L.  90-602)  to  establish  and 
implement  an  electronic  product 
radiation  control  program  that  includes 
performance  standards  for  electronic 
products  Eind  their  related  accessories. 
Within  this  program,  radiation  emission 
performance  standards  have  been,  and 
will  continue  to  be,  set  and  enforced  for 
certain  medical  devices  that  emit 
electronic  product  radiation.  At  this 
time,  performance  standards  have  been 
promulgated  for  diagnostic  x-ray 
systems  and  their  major  components 
(§  1020.30(21  CFR  1020.30)).  radiographic 
equipment  (§  1020.32  (21  CFR  1020.32)). 
laser  products,  whether  used  medically 
or  not  (§  §  1040.10  and  1040.11  (21  CFR 
1040.10  and  1040.11)),  and  ultrasonic 
therapy  products  (§  1050.10  (21  CFR 
1050.10)).  The  agency  will  use  its 
authority  over  radiation-emitting 
electronic  medical  products  under  the 
Medical  Device  Amendments  of  1976 
and/or  the  Radiation  Control  for  Health 
and  Safety  Act  of  1968,  as  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1065,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6150,  to  read  as 
follows: 

§6M}.615t  Ultrasonic  deaner  for  medical 
instruments. 

(a)  Identification.  An  ultrasonic 
cleaner  for  medical  instruments  is  a 
device  used  to  clean  medical 
instruments  by  the  emission  of  high 
frequency  soundwaves. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may.  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-306),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20657,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identiffed  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.ni.,  Monday  through  Friday. 


Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26101  Filed  8-23-79;  8:45  am] 

BILLING  CODE  4110-03-M 

[21  CFR  Part  880] 

[Docket  No.  78N-1342] 

Medical  Devices;  Classification  of 
Specimen  Containers 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  specimen  containers  into 
class  1  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classiffcation  Panel  that  the 
device  be  classified  into  class  L  The 
effect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-306), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane.  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  »iFORMATION: 

Panel  Recommeodation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  specimen  containers: 

1.  Identification:  A  specimen  container  is  a 
device,  usually  sterile,  used  for  the  collection 
and  transport  of  body  waste,  body  exudate, 
or  tissue  samples. 
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2.  Recommended  classification;  Class  1 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
specimen  containers  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  reconunends  that  the 
device  be  made  of  an  inert  material  to 
prevent  chemical  reactions  with  the 
specimen,  be  unbreakable  and  sterilizable. 
and  be  designed  with  a  secure  closure  to 
maintain  the  integrity  of  the  contents. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Inappropriate 
therapy:  Lack  of  sterility  or  leakage  of  the 
container  may  result  in  contamination  or 
deterioration  of  the  sample  and  lead  to 
erroneous  test  results  which  could  result  in 
inappropriate  therapy. 

Proposed  Clessiflcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
specimen  containers  be  classified  into 
class  I  (general  cpntrols]  with  no 
exemptions.  The  agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  asssurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  860.6175,  to  read  as 
follows: 

§  880.6 175  Specimen  container. 

(a)  Identification.  A  specimen 
container  is  a  device,  usually  sterile, 
used  for  the  collection  and  transport  of 
body  waste,  body  exudate,  or  tissue 
samples. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
aad  4  p.in.,  Monday  through  Friday. 


Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doc.  79-26102  Filed  8-23-79;  8:45  am) 

BtLUNG  CODE  4110-03-M 


(21  CFR  Part  880] 

(Docket  No.  78N-1343] 

Mbdical  Devices;  Classification  of  Cast 
Covers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  cast  covers  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
Physical  Medicine  Device  Classification 
Panel  that  the  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

OATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4r- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  W'elfare,  8757  Georgia 
.Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommen^tion 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  Physical  Medicine  Device 
Classification  Panel,  an  FDA  advisory 
committee,  made  the  following 
recommendation  regarding  the 
classification  of  cast  covers: 

1.  Identification:  A  cast  cover  is  a  device 
made  of  waterproof  material  that  is  placed 
over  a  cast  to  protect  it  from  getting  wet 
during  a  shower  or  a  bath. 

2.  Recoounended  classification:  Class  I 
(general  controls).  The  Panel  recommends 


that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k)),  from  records  and  reports 
regulations  under  section  519  of  the  act  (21 
U.S.C.  360i),  and  from  the  good  manufacturing 
practice  regulation  under  section  520(f)  of  the 
act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
cast  covers  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device. 
Because  this  is  a  simple  device  with  no 
known  potential  risks  to  health,  the  Panel 
believes  that  it  should  be  exempt  from 
sections  510(k),  519,  and  520(f)  of  the  act. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of.  and  clinical 
experience  with,  the  device, 

5.  Risks  to  ifealth;  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Physical 
Medicine  Device  Classification  Petnel 
recommendation  and  is  proposing  that 
cast  covers  be  classified  into  class  I 
(general  controls).  The  agency  has 
concluded  that  cast  covers  should  be 
published  in  the  part  of  the  Code  of 
Federal  Regulations  for  General 
Hospital  and  Personal  Use  Devices.  The 
agency  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of  a 
cast  cover  be  exempt  from  section  510(k) 
of  the  act,  FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510(a) 
through  (j)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations  (21  CFR  Part  807). 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a  cast 
cover,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  cast  cover. 
The  agency  does  not  at  this  time 
anticipate  that  premarket  approval  will 
be  required  for  this  device.  The  agency 
believes  that  the  semiannual  updating  of 
device  listing  under  section  510(j)(2]  will 
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provide  FDA  with  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of  a 
cast  cover  be  exempt  from  records  and 
reports  regulations  under  section  519  of 
the  act.  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  ITOA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Unitl 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
cast  cover  be  exempt  from  the  device 
good  manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act, 
FDA  is  proposing  that  a  manufacturer  of 
this  device  be  exempt,  in  the 
manufacture  of  the  device,  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  cast  cover  must  still 
be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 


to  ensure  that  these  manufacturers  have 
adequate  systems  for  coihplaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of  a 
cast  cover  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  820.180  to  ensure 
that  FDA  has  access  to  complaint  files, 
can  investigate  device-related  injury 
reports  and  complaints  about  product 
defects,  may  determine  whether  the 
manufacturer's  corrective  actions  are 
adequate,  and  may  determine  whether 
the  exemption  from  other  sections  of  the 
GMP  regulation  is  still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6185.  to  read  as 
follows: 

§  880.6185  Cast  cover. 

(a)  Identification.  A  cast  cover  is  a 
device  made  of  waterproof  material  that 
is  placed  over  a  cast  to  protect  it  from 
getting  wet  during  a  shower  or  a  bath. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  (rf  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198.  with  respect  to 
complaint  Tiles. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26103  Filed  8-23-79: 8:45  am) 
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[21  CFR  Part  880] 

[Docket  No.  78N-13441 

Medical  Devices;  Classification  of 
Mattress  Covers 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  mattress  covers  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classifred  into  class  1.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES;  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305) 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20867. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  is.sue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  mattress  covers: 

1.  Identification:  A  mattress  cover  is  a 
device  usually  made  of  plastic  used  to  protect 
a  mattress.  The  device  may  contain  a 
germicide  and  may  be  electrically  conductive. 

2.  Recommended  classiTication;  Class  1 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)j. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
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mattress  covers  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  this 
device  be  exempt  from  premarket  notification 
under  section  510(k)  of  the  act  because  the 
panel  believes  that  FDA  does  not  need  to 
receive  a  premarket  notification  of  a 
manufacturer's  intent  to  market  this  simple 
device.  The  Panel  recommends  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regdation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  that  defects  are  readily 
apparent  to  the  user.  The  Panel  also  • 
recommends  that  the  device  be  impermeable 
to  fluids. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risk  to  health:  Crossinfection:  If  the 
device  is  not  capable  of  being  cleaned  or 
sterilized  for  reuse,  crossinfection  could 
occur  between  patients. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
mattress  covers  be  classified  into  class  I 
(general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
The  agency  disagrees  with  the  Panel 
recommendation  that  manufacturers  of  a 
mattress  cover  be  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act.  Under  section  510(g)(4) 
of  the  act,  the  agency  may  exempt  a 
manufacturer  from  compliance  with 
section  510(k)  of  the  act  only  upon  a 
finding  that  compliance  is  not  necessary 
for  the  protection  of  the  public  health.  In 
the  case  of  mattress  covers,  the  agency 
cannot  make  the  required  finding.  To 
protect  the  public  health,  FDA  needs  to 
require  premarket  notification  by  these 
manufacturers  to  assure  that  the  agency 
learns  of  new  products,  and  significant 
modifications  of  existing  products,  for 
which  premarket  approval  is  required. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
mattress  cover  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j{f)),  FDA  is 
proposing  that  a  manufacturer  of  this 
device  who  does  not  label  or  otherwise 
represent  it  as  sterile  be  exempt,  in  the 
manufacturer  of  the  device,  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.189  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 


manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 
and  820.196,  is  unlikely  to  improve  the 
safety  and  e^ectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  mattress  cover,  even 
when  it  is  not  labeled  or  otherwise 
represented  as  sterile,  must  still  be 
required  to  comply  with  the  complaint 
file  requirements  of  §  820.198  to  ensure 
that  these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  mattress  cover  must 
still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate.  A 
manufacturer  of  a  mattress  cover  that  is 
labeled  or  otherwise  represented  as 
sterile  is,  in  the  manufacture  of  this 
device,  subject  to  the  GMP  regulation  in 
its  entirety. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  C 
by  adding  new  §  880.6190,  to  read  as 
follows: 

§  680.6 1 90  Mattress  cover. 

(a)  Identification.  A  mattress  cover  is 
a  device  usually  made  of  plastic  used  to 
protect  a  mattress.  The  device  may 
contain  a  germicide  and  may  be 
electrically  conductive. 

(b)  Classification.  Class  I  (general 
controls).  If  the  device  is  not  labeled  or 
otherwise  represented  as  sterile,  it  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820  of  this 
chapter,  with  the  exception  of  §  820.180, 
with  respect  to  general  requirements 
concerning  records,  and  §  820.169,  with 
respect  to  complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305).  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  That  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 


document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26104  Filed  8-23-79: 6:45  am) 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880) 

(Docket  No.  78N-1345J 

Medical  Devices;  Classification  of  Ring 
Cutters 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ring  cutters  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration.  Rm.  4- 
65,  5600  Fishers  Lane.  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Reconunendation 

A  Proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  ring  cutters: 
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1.  Identification:  A  ring  cutter  is  a  device 
used  to  cut  a  ring  on  a  patient's  finger  so  that 
the  ring  can  be  removed.  The  device 
incorporates  a  guard  to  prevent  injury  to  the 
patient's  finger. 

2.  Recommended  classification;  Class  1 
(ge.neral  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
ootification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  from  the  good 
manufacturing  practice  regulation  under 
secition  520(f]  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommend.s  that 
ring  cutters  be  classified  into  class  I  (general 
controls)  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  act  because  the  Panel  believes  that  FDA 
does  not  need  to  receive  premarket 
notification  of  a  manufacturer  s  intent  to 
market  this  simple  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
the  good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  because  the 
panel  believes  that  the  quality  of  the  device 
is  easily  discernible  and  that  defects  are 
readily  apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  1'he  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of.  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  P.tnel 
recommendation  and  is  proposing  that 
ring  cutters  bo  classified  into  class  1 
(general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of  a 
ring  cutter  be  exempt  from  section 
510(k)  of  the  act,  FDA  is  proposing  that 
these  manufacturers  be  subject  to 
registration  and  device  listing  under 
section  510  (a)  through  (j)  of  the  act,  but 
exempt  from  premarket  notification 
under  section  510(k)  of  the  act  and 
Subpart  E  of  Part  807  of  the  regulations 
(21  CFR  Part  807).  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration  and  listing  by 
manufacturers  of  a  ring  cutter,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  dev  ice  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  is 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 


premarket  notification  submissions 
concerning  a  ring  cutter.  The  agency 
does  not  at  this  time  anticipate  that 
premarket  approval  will  be  required  for 
this  device.  The  agency  believes  that  the 
semiannual  updating  of  device  listing 
under  section  510(j)(2)  will  provide  FDA 
with  adequate  notice  concerning  new 
products  within  this  generic  type  of 
device. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of  a 
ring  cutter  be  exempt  from  the  device 
good  manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act. 
FDA  is  proposing  that  a  manufacturer  of 
this  device  be  exempt,  in  the 
manufacture  of  the  device,  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180).  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198).  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 
and  820.198.  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  ring  cutter  must  still 
be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  ring  cutler  must  still 
be  required  to  comply  with  the  general 
requirements  concerning  records  in 
§  820.180  to  ensure  that  FDA  has  access 
to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
c«)rrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513. 

701(a).  52  Stat.  1055.  90  Stat.  540-.54(j  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1).  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6200.  to  read  as 
follows: 

§  880.6200  Ring  cutter. 

(a)  Identification.  A  ring  euiler  is  a 
device  used  to  cut  a  ring  on  a  patient's 
finger  so  that  the  ring  can  be  removed. 
The  device  incorporates  a  guard  to 
prevent  injury  to  the  patient's  finger. 


(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chaptar. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198.  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  208.57,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated;  August  10. 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(HI  IJoc.  79-2610.5  Filed  8-2.3-79;  8:45  4m| 

BILLING  CODE  4110-O3-M 

121  CFR  Part  880) 

{Docket  No.  78N-1346I 

Medical  Devices;  Classification  of 
Tongue  Depressors 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  tongue  depressors  into  class 
i  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel,  the  General 
and  Plastic  Surgery  Device 
Classification  Panel,  the  Dental  Device 
Classification  Panel,  and  the  Ear.  .Nose, 
and  Throat  Device  Classification  Panel 
that  the  device  be  classified  info  class  I. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

DATES;  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
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30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
~  office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  20910,  301- 
427-7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  the  General 
and  Plastic  Surgery  Device 
Classification  Panel,  the  Dental  Device 
Classification  Panel,  and  the  Ear,  Nose, 
and  Throat  Device  Classification  Panel, 
FDA  advisory  committees,  made  the 
following  recommendation  regarding  the 
classification  of  tongue  depressors: 

1.  Identification:  A  tongue  depressor  is  a 
device  used  to  displace  the  tongue  to 
facilitate  examination  of  the  surrounding 
organs  and  tissues.  The  General  and  Plastic 
Surgery  Device  Classification  panel  identified 
this  generic  type  of  device  under  the  name 
“tongue  blades.”  The  Dental  Device 
Classification  Panel  identified  this  generic 
type  of  device  under  the  name  “tongue 
depressors.”  The  Ear,  Nose,  and  Throat 
Device  Classification  Panel  identified  this 
generic  type  of  device  under  the  name 
“wooden  tongue  depressors.” 

2.  Recommended  classification:  Class  I 
(general  controls).  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  this  device  be  exempt  from 
premarket  notification  under  section  510(k]  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and,  if  the  device  is  not  labeled 
as  sterile,  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

The  General  and  Plastic  Surgery  Device 
Classification  Panel  recommends  that  there 
be  no  exemptions  for  this  device.  The  Dental 
Device  Classification  Panel  recommends  that 
this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the  act, 
records  and  reports  regulations  under  section 
519  of  the  act  (21  U.S.C.  360i),  and  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act.  The  Ear,  Nose,  and 
Throat  Device  Classification  panel 
recommends  that  this  device  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  act. 

3.  Summary  of  reasons  for 
recommendation:  The  Panels  recommend  that 
tongue  depressors  be  classified  into  class  I 
because  the  Panels  believe  that  general 
controls  are  sufRcient  to  provide  reasonable 


assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panels  recommend  that  this 
device  be  exempt  from  premarket  notification 
under  section  510(k)  of  the  act  because  the 
Panels  believe  that  FDA  does  not  need  to 
receive  premarket  notification  of  a 
manufacturer's  intent  to  market  this  simple 
device.  The  Panels  recommend  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panels 
believe  that  the  quality  of  the  device  is  easily 
discernible  and  that  defects  are  readily 
apparent  to  the  user.  The  Dental  Device 
Classification  panel  recommends  that  this 
device  be  exempt  from  records  and  reports 
regulations  under  section  519  of  the  act 
because  the  Panel  believes  that  FDA  does  not 
need  to  receive  records  and  reports  for  this 
simple  device.  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  the  device  should  be 
sanitized,  although  not  necessarily  sterilized. 
The  Panel  also  recommends  that  the  device 
be  smooth  and  durable. 

4.  Summary  of  data  on  which  the 
recommendations  are  based:  The  panels 
based  their  recommendations  on  the  Panel 
members’  personal  knowledge  of.  and  clinical 
experience  with,  the  device. 

5.  Risk  to  health:  Infection:  If  the  device  is 
labeled  as  steril  and  it  is  not  sterile, 
pathogenic  organisms  could  cause  an 
infection  in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel’s 
recommendations  and  is  proposing  that 
tongue  depressors  be  classified  into 
class  1  (general  controls). 

The  agency  has  reviewed  the 
recommendations  of  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  for  tongue 
depressors,  the  General  and  Plastic 
Surgery  Device  Classification  Panel  for 
tongue  blades,  the  Dental  Device 
Classification  Panel  for  tongue 
depressors,  and  the  Ear,  Nose,  and 
Throat  Device  Classification  Panel  for 
wooden  tongue  depressors,  and  has 
concluded  that  the  device  should  be 
named  “tongue  depressor”  and  its 
classification  be  published  in  the  part  of 
the  Code  of  Federal  Regulations  for 
General  Hospital  and  Personal  Use 
Devices.  The  agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
tongue  depressor  be  exempt  from 
section  510(k)  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510(a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4]  of  the  act,  the  agency 


may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a  tongue 
depressor,  the  agency  cannot  make  the 
required  finding.  To  protect  the  public 
health,  the  agency  needs  to  be  able  to 
identify  the  firms  manufacturing  this 
device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  tongue 
depressor.  The  agency  does  not  at  this 
time  anticipate  that  premarket  approval 
will  be  required  for  this  device.  The 
agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

FDA  disagrees  with  the  Panel’s 
recommendation  that  manufacturers  of  a 
tongue  depressor  be  exempt  from 
records  and  reports  regulations  under 
section  519  of  the  act.  The  records  and 
reports  requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519,  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21. 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regulations  under  section  519,  including 
regulations  requiring  reports  to  FDA  of 
experience  with  medical  devices.  Until 
these  regulations  are  issued,  FDA 
believes  that  it  cannot  properly  issue 
exemptions  from  them.  In  the  future, 
whenever  the  agency  proposes  device 
regulations  that  include  records  and 
reports  requirements,  interested  persons 
may  submit  comments  requesting  that 
certain  classes  of  manufacturers  or 
other  persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180], 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
tongue  depressor  be  exempt  from  the 
device  good  manufacturing  practice 
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(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  who  does 
not  label  or  otherwise  represent  it  as 
sterile  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  S  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§  §  820,180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  a  tongue 
depressor,  even  when  it  is  not  labeled  or 
otherwise  represented  as  sterile,  must 
still  be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of  a 
tongue  depressor  must  still  be  required 
to  comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate.  A  manufacturer  of  a 
tongue  depressor  that  is  labeled  or 
otherwise  represented  as  sterile  is,  in 
the  manufacture  of  this  device,  subject 
to  the  GMP  regulation  in  its  entirety. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6230,  to  read  as 
follows; 

§  880.6230  Tongue  depressor. 

(a)  Identification.  A  tongue  depressor 
is  a  device  used  to  displace  the  tongue 
to  facilitate  examination  of  the 
surrounding  organs  and  tissues. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter.  If 
the  device  is  not  labeled  or  otherwise 
represented  as  sterile,  it  also  is  exempt 
from  the  good  manufacturing  practice 
regulation  in  Part  820  of  this  chapter, 
with  the  exception  of  §  820.180,  with 
respect  to  general  requirements 


concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Interested  persons  may,  on  or  before 
October  23‘,  1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  79-26106  Rled  8-23-79;  8:45  am] 
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[21  CFR  Part  880] 

[Docket  No.  78N-13471 

Medical  Devices;  Classification  of 
Patient  Examination  Gloves 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  patient  examination  gloves 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
39  days  after  die  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration.  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 


Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendations  regarding  the 
classification  of  patient  examination 
gloves: 

1.  Identification;  A  patient  examination 
glove  is  a  disposable  device  worn  on  the 
examiner’s  hand  or  finger  to  prevent 
contamination  between  patient  and 
examiner. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and,  if  the  device  is  not  labeled 
as  sterile,  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
patient  examination  gloves  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  act  because  the  Panel  believes  that  FDA 
does  not  need  to  receive  premarket 
notification  of  a  manufacturer’s  intent  to 
market  this  simple  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
the  good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  because  the 
Panel  believes  that  the  quality  of  the  device 
is  easily  discernible  and  that  defects  are 
readily  apparent  to  the  user.  The  Panel  also 
recommends  that  the  device  be  clean, 
although  not  necessarily  sterile,  and  that 
glove  size  be  stated  on  the  label  to  assure 
proper  fit. 

4.  Summary  of  data  on  which  the 
recommendations  are  based:  The  Panel  based 
its  recommendations  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health;  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
patient  examination  gloves  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
patient  examination  glove  be  exempt 
from  section  510(k)  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
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subject  to  registration  and  device  listing 
under  section  510(a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notiHcation  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  Hnds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a  patient 
examination  glove,  the  agency  cannot 
make  the  required  finding.  To  protect 
the  public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  patient 
examination  glove.  The  agency  does  not 
at  this  time  anticipate  that  premarket 
approval  will  be  required  for  this  device. 
The  agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
patient  examination  glove  be  exempt 
from  the  device  good  manufacturing 
practice  (CMP)  regulation  under  section 
520(f)  of  the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  who  does 
not  label  or  otherwise  represent  it  as 
sterile  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
CMP  regulation  except  §  820,180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  CMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  a  patient 
examination  glove  even  when  it  is  not 
labeled  or  otherwise  represented  as 
sterile,  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  patient  examination 
glove  must  still  be  required  to  comply 
with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 


complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate.  A  manufacturer  of  a 
patient  examination  glove  that  is 
labeled  or  otherwise  represented  as 
sterile  is,  in  the  manufacture  of  this 
device,  subject  to  the  GMP  regulation  in 
its  entirety. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6250,  to  read  as 
follows: 

§  880.6250  Patient  examination  glove. 

(a)  Identification.  A  patient 
examination  glove  is  a  disposable 
device  worn  on  the  examiner’s  hand  or 
finger  to  prevent  contamination  between 
patient  and  examiner. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter.  If 
the  device  is  not  labeled  or  otherwise 
represented  as  sterile,  it  is  also  exempt 
from  the  good  manufacturing  practice 
regulation  in  Part  820  of  this  chapter, 
with  the  exception  of  §  820.180,  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198.  with 
respect  to  complaint  Files. 

Interested  persons  may,  on  or  before 
October  23. 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

[FR  Doc.  7»-26107  Filed  8-23-79;8;45  amj 
BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1348] 

Medical  Devices;  Classification  of 
Examination  Gowns 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule.  < 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  examination  gowns  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendemnts  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  Ae  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration.  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  examination  gowns: 

1.  Identihcation:  An  examination  gown  is  a 
device  made  of  cloth,  paper,  or  other  material 
that  is  draped  over  or  worn  by  a  patient  as  a 
body  covering  during  a  medical  examination. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  the  good  manufacturing 
practice  regulation  imder  section  520(f)  of  the 
act  (21  U.S.C.  360j{f)), 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
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examination  gowns  be  classiHed  into  class  I 
(general  controls)  because  the  Panel  believes 
that  general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  act  because  the  Panel  believes  that  FDA 
does  not  need  to  receive  premarket 
notiHcation  of  a  manufacturer's  intent  to 
market  this  simple  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
the  good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  because  the 
Panel  believes  that  the  quality  of  the  device 
is  easily  discernible  and  that  defects  are 
readily  apparent  to  the  user.  The  Panel  also 
recommends  that  the  material  used  in  the 
device  be  flame  retardant. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
examination  growns  be  classified  into 
class  1  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panels's 
recommendation  that  manufacturers  of 
an  examination  gown  be  exempt  from 
section  510(k)  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510  (a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k]  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4}  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  an 
examination  gown,  the  agency  cannot 
make  the  required  finding.  To  protect 
the  public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  an  examination 
gown.  The  agency  does  not  at  this  time 
anticipate  that  premarket  approval  will 
be  required  for  this  device.  TTie  agency 
believes  that  the  semiannual  updating  of 
device  listing  under  section  510(j)(2)  will 
provide  FDA  with  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 


In  response  to  the  Panel's 
recommendation  that  manufacturers  of 
an  examination  gown  be  exempt  from 
the  device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  who  does 
not  label  or  otherwise  represent  it  as 
sterile  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180]  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 
of  the  GMP  regulation,  other  than 
§§  820.180  and  820.198,  is  imlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  an 
examination  gown,  even  when  it  is  not 
labeled  or  otherwise  represented  as 
sterile,  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  an  examination  gowm 
must  still  be  required  to  comply  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer's 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate.  A 
manufacturer  of  an  examination  gown 
that  is  labeled  or  otherwise  represented 
as  sterile  is,  in  the  manufacture  of  this 
device,  subject  to  the  GMP  regulation  in 
its  entirety. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6265,  to  read  as 
follows: 

§  880.6265  Examination  gown. 

(a)  Identification.  An  examination 
gown  is  a  device  made  of  cloth,  paper, 
or  other  material  that  is  draped  over  or 
worn  by  a  patient  as  a  body  covering 
during  a  medical  examination. 

(b)  Classification.  Class  1  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter.  If 


the  device  is  not  labeled  or  otherwise 
represented  as  sterile,  it  also  is  exempt 
from  the  good  manufacturing  practice 
regulation  in  Part  820  of  this  chapter, 
with  the  exception  of  §  820.180,  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated:  August  10, 1979. 

Wilbam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26108  Filed  6-23-79;  8:45  am) 

BILLING  CODE  4110-03-M 

[21  CFR  Part  880] 

[Docket  No.  78N-13831 

Medical  Devices;  Classification  of 
Medical  Insoles 

AOENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  medical  insoles  into  class  1 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I  The 
effect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  ail 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 


Federal  Register  /  Vol.  44,  No.  166  /  Friday,  August  24,  1979  /  Proposed  Rules 


49929 


FOR  FURTHER  INFORMATION  CONTACT*. 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  medical  insoles; 

1.  Identification:  A  medical  insole  is  a 
device  placed  inside  a  shoe  to  relieve  the 
symptoms  of  athlete’s  foot  infection  by 
absorbing  moisture. 

2.  Recommended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  there  be  on  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
medical  insoles  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device  and  on  an  article 
describing  the  use  of  insoles  containing 
activated  charcoal  to  reduce  excessive 
perspiration  of  the  foot  (Ref.  1).  The  article 
states  that  in  patients  who  had  worn  the 
insoles  for  over  4  weeks,  there  was  a 
decrease  in  perspiration  of  the  foot. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
medical  insoles  be  classified  into  class  1 
(general  controls]  with  no  exemptions. 
The  agency  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

References 

The  following  information  has  been 
placed  in  the  office  of  the  Hearing  Clerk 
(address  above]  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Regan,  A.,  "The  Treatment  of 
Bromhidrosis  and  Hyperhidrosis  with 
Cushioned  Insoles  Containing  Activated 
Charcoal,"  Current  Podiatry,  pp.  15-20, 
November  1975. 

Therefore,  under  the  Federal  Food, 
Drag,  and  Cosmetic  Act  (secs.  513, 
701(a],  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a]]]  and  under  authority 


delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6280,  to  read  as 
follows; 

§  880.6280  Medical  insole. 

(a]  Identification.  A  medical  insole  is 
a  device  placed  inside  a  shoe  to  relieve 
the  symptoms  of  athlete's  foot  infection 
by  absorbing  moisture. 

(b]  Classification.  Class  I  (general 
controls]. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305],  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory'  Affairs. 

(KR  Due.  79-26109  Piled  B-23-79;  8:45  am] 

BILLING  CODE  4110-03-M 


(21  CFR  Part  880] 

(Docket  No.  78N-1384] 

% 

Medical  Devices;  Classification  of  AC* 
Powered  Examination  Lights 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA]  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  AC-powered  examination 
lights  into  class  II  (performance 
standards].  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  thi»  proposal  become  effective 


30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305]. 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470],  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  AC-powered 
examination  lights: 

1.  Identification:  An  AC-powered 
examination  light  is  an  electrically  powered 
device  that  illuminates  body  surfaces  and 
cavities  during  a  medical  examination. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
AC-powered  examination  lights  be  classified 
into  class  II  because  the  Panel  believes  that 
the  electrical  properties  of  the  device  must  be 
controlled  through  an  electrical  safety 
standard.  The  Panel  believes  that  general 
control^  would  not  provide  sufficient  control 
over  this  characteristic.  The  Panel  believes 
that  a  standard  would  provide  reasonable 
assurance  of  the  safety  and  efiectiveness  of 
the  device  and  that  there  is  sufficent 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
reconunendation  is  based:  The  Panel  based  . 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Bums:  If  the  device 
overheats  and  touches  the  patient,  it  may 
cause  a  burn,  (b)  Electrical  shock:  Improper 
device  design  and  construction  or  device 
malfunction  can  result  in  electrical  shock. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
AC-powered  examination  lights  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufiicient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
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this  assurance.  The  agency  also  believes 
that  there  is  sufficient  information  to 
establish  a  performance  standard  for 
this  device. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  |  880.6320,  to  read  as 
follows: 

§  880.6320  AC'POwered  examination  light. 

(a)  Identification.  An  AC-powered 
examination  light  is  an  electrically 
powered  device  that  illuminates  body 
surfaces  and  cavities  during  a  medical 
examination. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  or  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305).  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated:  August  10, 1979. 

WBKaai  F.  Randolph, 

Acting  Aaeociate  Commissioner  for 
Regulatory  Affairs. 

IFS  Dm  7S-26110  Filed  0-23-79.  8:45  am] 

BNXNM  code  4110-03-M 


(21  CFR  Part  880] 

IDocket  No.  78N-13S0] 

Medical  Devices;  Classification  of 
Battery-Powered  Examination  Lights 

agency;  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  battery-powered 
examination  lights  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendations  of  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 


comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910.  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendations  with  respect  to  the 
classification  of  battery-powered 
examination  lights: 

1.  IdentifioaticHi:  A  battery-powered 
exammabon  light  is  a  battery-powered 
device  that  illuminates  body  surfaces  and 
oavities  during  a  medical  examination. 

2.  Recommended  classification:  Class  I 
(general  cx>ntrol8).  The  Panel  recommends 
Rmt  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
battery-powered  examination  lights  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  act  because  the  Panel  believes  that  FT)A 
does  not  need  to  receive  premarket 
notification  of  a  manufacturer's  intent  to 
market  this  simple  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
the  good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  because  the 
Panel  believes  that  the  quality  of  the  device 
is  easily  discernible  and  that  defects  are 
readily  apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 


Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
battery-powered  examination  lights  be 
classified  into  class  I  (general  controls). 
The  agency  believes  that  general 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
battery-powered  examination  light  be 
exempt  from  section  510(k)  of  the  act. 
FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510(a) 
through  (j)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations  (21  CFR  Part  807). 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection*on  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a 
battery-powered  examination  light,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
oonoerning  a  battery-powered 
examination  light.  "The  agency  does  not 
at  this  time  anticipate  that  premarket 
approval  will  be  required  for  this  device. 
The  agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
battery-powered  examination  light  be 
exempt  from  the  device  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act, 
FDA  is  proposing  that  a  manufacturer  of 
this  device  be  exempt,  in  the 
manufacture  of  the  device,  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180).  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
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The  agency  believes,  however,  that 
manufacturers  of  a  battery-powered 
examination  light  must  still  be  required 
to  comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  battery-powered 
examination  light  must  still  be  required 
to  comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6350,  to  read  as 
follows: 

§  880.6350  Battery-powered  examination 
light. 

(a)  Identification.  A  battery-powered 
examination  light  is  a  battery-powered 
device  that  illuminates  body  surfaces 
and  cavities  during  a  medical 
examination, 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  dl  comments  shall  be 
.submitted,*’except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 


Dated:  August  10, 1979. 

Williain  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-28111  Filed  8-23-79: 8:45  am|  , 
BILLING  CODE  4110-03-M 


(21  CFR  Part  880] 

(Docket  No.  78N-1351] 

Medical  Devices;  Classification  of 
Patient  Lubricants 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  patient  lubricants  into  class  1 
(general  controls),  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(I  iFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  patient  lubricants: 

1.  Identification:  A  patient  lubricant  is  a 
device  used  to  lubricate  a  body  orifice  to 
facilitate  entry  of  a  diagnostic  or  therapeutic 
device.  The  Panel  identified  this  generic  type 
of  device  under  the  name  “lubricants." 


2.  Recommended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  the  device  be  exempt  from  the  good 
manufacturing  practice  (GMP)  regulation 
under  section  520(f)  of  the  Federal  Food, 

Drug,  and  Cosmetic  Act  (21  U.S.C.  360)(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
patient  lubricants  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  this 
device  be  exempt  from  the  GMP  regulation 
under  section  520(f)  of  the  act  because  the 
Panel  believes  that  the  quality  of  the  device 
is  easily  discernible  and  that  defects  are 
readily  apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
patient  lubricants  be  classified  into 
class  1  (general  controls).  The  agency 
believes  that  there  is  a  risk  of  skin 
irritation  or  a  toxicity  reaction 
associated  with  this  device  if 
inappropriate  chemicals  are  used  in  the 
manufacture  of  this  device.  Therefore, 
the  agency  disagrees  with  the  Panel 
recommendation  that  manufacturers  of 
patient  lubricants  be  exempt  from  the 
GMP  regulation  under  section  520(f)  of 
the  act.  The  agency  believes  that 
compliance  with  this  regulation  is 
necessary  to  assure  the  quality  of  this 
device  and  thus  its  safety,  effectiveness, 
and  compliance  with  adulteration  and 
misbranding  provisions  of  the  act. 
Compliance  with  the  GMP  regulation 
will  help  prevent  production  of  patient 
lubricants  having  defects  that  could 
cause  harm  to  users. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6375,  to  read  as 
follows: 

880.6375  Patient  lubricant. 

(a)  Identification.  A  patient  lubricant 
is  a  device  used  to  lubricate  a  body 
orifice  to  facilitate  entry  of  a  diagnostic 
or  therapeutic  device. 

(b)  Classification.  Class  I  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
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comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
sutHnit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|KR  Doc.  79-26112  Filed  9-23-79;  8:4,S  am| 

BILLING  COOe  4110-03-M 

(21  CFR  Part  880] 

1  Docket  No.  78N-1386] 

Medical  Devices;  Classification  of 
Liquid  Medication  Dispensers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  liquid  medication  dispensers 
nto  class  I  (general  controls).  FDA  is 
.ilso  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  1.  The 
I’ffect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
.  ctions  are  being  taken  under  the 
.Medical  Device  Amendments  of  1976. 
OATES:  Comments  by  October  23, 1979. 
i‘  is  proposed  that  the  final  regulation 
i’.ised  on  this  proposal  become  effective 
’>()  days  after  the  date  of  its  publication 
..a  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 

}  ood  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATtON  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
{HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 


development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  followirrg 
recommendation  regarding  the 
classification  of  liquid  medication 
dispensers: 

1.  Identificatioa:  A  liquid  medication 
dispenser  is  a  disposable  device  used  to  issue 
a  measured  amount  of  liquid  medication.  The 
Panel  made  a  recommendation  regarding  the 
classification  of  “liquid  medication 
dispensers”  and  regarding  “graduated  liquid 
medication  containers." 

The  Panel  identified  a  liquid  medication 
dispenser  as  a  disposable  graduated  syringe, 
with  a  tip  that  will  not  accept  a  standard 
syringe  needle,  intended  to  dispense  liquid 
medication  into  the  mouth  of  a  patient.  The 
Panel  identified  a  graduated  liquid 
medication  container  as  a  disposable  device 
consisting  of  a  beaker  or  an  open-end  vessel 
with  graduation  marks  used  to  measure  and 
dispense  liquid  medication. 

2.  Recommended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions  for  liquid 
medication  dispensers.  The  Panel 
recommends  that  graduated  liquid 
medication  containers  be  exempt  from 
premarket  notification  under  section  510{k)  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 
IJ.S.C.  360(k))  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S  C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
liquid  medication  dispensers  and  graduated 
liquid  medication  containers  be  classified 
into  class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  devices.  The  Panel  also 
recommends  that  these  devices  be  made  of 
an  inert  material.  The  Panel  recommends  that 
graduated  liquid  medication  containers  be 
exempt  from  premarket  notification  under 
section  510(k]  of  the  act  because  the  Panel 
believes  that  FDA  does  not  need  to  receive 
premarket  notification  of  a  manufacturer’s 
intent  to  market  this  simple  device.  The  Panel 
recommends  that  the  graduated  liquid 
medication  container  be  exempt  from  the 
good  manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  that  defects  are  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  liquid  medication  dispensers 
and  graduated  liquid  medication  containers. 

5.  Risks  to  health:  (a)  Incorrect  dosage: 
Inaccuracy  in  the  calibration  of  the  dispenser 
or  the  container  will  cause  an  incorrect 
dosage  of  medication  to  be  dispensed  to  the 
patient,  (b)  Adverse  reaction:  If  the 
medication  leaches  toxic  substances  from  the 
dispenser  or  the  container,  the  patient  may 
suffer  an  adverse  reaction. 


Proposed  Classification 

FDA  agrees  with  the  Panel 
reoommendations  and  is  proposing  that 
the  generic  type  device,  liquid 
medication  dispenser,  be  classified  into 
class  1  (general  controls).  FDA  has 
reviewed  the  recommendation  of  the 
Panel  for  the  “liquid  medication 
dispenser’’  and  the  “graduated  liquid 
medication  container”  and  has 
concluded  that  these  devices  are 
essentially  the  same  and  that  it  is  more 
appropriate  for  the  agency  to  publish 
one  classification  regulation  for  the 
generic  type  of  device  and  that  the 
generic  type  device  should  be  named  the 
“liquid  medication  dispenser.”  The 
agency  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  generic  type  of  the 
device.  The  agency  believes  that  the 
history  of  use  of  the  generic  type  of 
device  has  shown  that  there  is  minimal 
risk  of  adverse  reaction  due  to  leaching 
of  toxic  substances.  The  agency  also 
believes  that  the  misbranding  provisions 
under  section  502  of  the  act  (21  U.S.C. 
352)  are  sufficient  to  assure  the  accuracy 
of  the  calibration  of  the  device. 

The  agency  disagrees  with  the  Panel 
recommendation  that  there  be  no 
exemption  for  the  device  they  identified 
as  “liquid  medication  dispensers”: 
however,  FDA  agrees  in  part  with  the 
Panel  recommendation  that  the  device 
they  identified  as  “graduated  liquid 
medication  containers”  be  exempt  from 
sections  510(k)  and  520(f)  of  the  act. 

Therefore,  FDA  is  proposing  that  the 
manufacturers  of  the  generic  type  device 
FDA  has  named  “liquid  medication 
dispenser”  be  subject  to  registration  and 
device  listing  under  section  510  (a) 
through  (j)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations  (21  CFR  Part  807). 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a  liquid 
medication  dispenser,  the  agency  cannot 
make  the  required  finding.  To  protect 
the  public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  liquid 
medication  dispenser.  'The  agency  does 
not  at  this  time  anticipate  that 
premarket  approval  will  be  required  for 
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this  device.  The  agency  believes  that  the 
semiannual  updating  of  device  listing 
under  section  510(j](2]  will  provide  FDA 
with  adequate  notice  concerning  new 
products  within  this  generic  type  of 
device.  - 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
liquid  medication  dispenser  be  exempt 
from  the  device  good  manufacturing 
practice  (GMP)  regulation  under  section 
520(f)  of  the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820,180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  liquid  medication 
dispenser  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  liquid  medication 
dispenser  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6430,  to  read  as 
follows: 

§  880.6430  Liquid  medication  dispenser. 

(a)  Identification.  A  liquid  medication 
dispenser  is  a  device  used  to  issue  a 
measured  amount  of  liquid  medication. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 


exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

(FR  Doc.  79-26113  Filed  8-23-79;  8:45  am] 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-13S3] 

Medical  Devices;  Classification  of  Skin 
Pressure  Protectors 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  skin  pressure  protectors  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendations  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Physical  Medicine  Device  Classification 
Panel  that  this  device  be  classified  into 
class  1.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 


(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave,,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION*. 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Physical  Medicine  Device  Classification 
Panel,  FDA  advisory  committees,  made 
the  following  recommendations 
regarding  the  classification  of  skin 
pressure  protectors: 

1.  Identification:  A  skin  pressure  protector 
is  a  device  used  to  reduce  pressure  on  the 
skin  over  a  bony  prominence  to  reduce  the 
likelihood  of  the  patient’s  developing 
decubitus  ulcers  (bedsores).  This  generic  type 
of  device  includes  a  device  that  the  Physical 
Medicine  Device  Classihcation  Panel 
identified  as  the  “heel  protector,"  a  device 
worn  on  the  heels  or  elbows  of  immobile 
patients  to  lessen  the  likelihood  of  decubitus 
ulcers  (bedsores). 

.  2.  Recommended  classification:  Class  I 
(general  controls).  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel  and 
the  Physical  Medicine  Device  Classification 
Panel  recommend  that  this  device  be  exempt 
from  premarket  notification  under  section 
510(k)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360(k)),  and  from  the 
good  manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  60j(f)).  The 
Physical  Medicine  Device  Classification 
Panel  recommends  that  this  device  be  exempt 
from  records  and  reports  regulations  under 
section  519  of  the  act  (21  U.S.C.  360i). 

3.  Summary  of  reasons  for 
recommendation:  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel  and 
the  Physical  Medicine  Device  Classification 
Panel  recommend  that  this  device  be 
classified  into  class  1  because  the  Panels 
believe  that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that  this 
device  be  exempt  from  premarket  notification 
under  section  510(k)  of  the  act  because  the 
Panel  believes  that  FDA  does  not  need  to 
receive  premarket  notiHcation  of  a 
manufacturer's  intent  to  market  this  simple 
device.  The  Panel  also  recommends  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  Aat  defects  are  readily 
apparent  to  the  user.  The  Physical  Medicine 
Device  Classification  Panel  believes  that  this 
is  a  simple  device  with  no  known  potential 
risks  to  health  and,  therefore,  should  be 
exempt  from  sections  510(k),  519,  and  520(f) 
of  the  act.  The  Physical  Medicine  Device 
Classification  Panel  believes  that  the  safety 
and  effectiveness  of  the  device  can  be 
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adequately  controlled  without  premarket 
notification,  the  regulation  of  manufacturing 
methods,  and  documentation. 

4.  Summary  of  data  on  which  the 
recommendations  are  based;  The  Panels 
based  their  recommendations  on  the  Panel 
members'  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
identified  the  following  risks  to  health;  (a) 

Skin  irritation:  The  material  used  in  the 
device  may  irritate  the  patient’s  skin,  (b) 
Infection:  If  the  device  is  not  deanable  or 
sterilizabie,  an  infection  in  the  patient  could 
result.  The  Physical  Medicine  Device 
Classification  Panel  identified  no  risks  to 
health  presented  by  the  device. 

Proposed  Classification 

FDA  agrees  with  Panels’ 
recommendations  and  is  proposing  that 
skin  pressure  protectors  be  classified 
into  class  I  (general  controls).  FDA  has 
reviewed  the  recommendations  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  for  skin 
pressure  protectors  and  the  Physical 
Medicine  Device  Classification  Panel  for 
heel  protectors  and  has  concluded  that 
because  there  are  many  general  uses  for 
this  type  of  device,  the  device  should  be 
described  under  of  general  identification 
for  the  “skin  pressure  protector”  and 
that  its  classification  will  be  published 
in  the  part  of  the  Code  of  Federal 
Regulations  for  General  Hospital  and 
Personal  Use  Devices.  The  history  of  use 
of  the  device  indicates  that  there  is 
minimal  risk  of  skin  irritation  or 
infection  caused  by  the  device. 
Therefore,  the  agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
skin  pressure  protector  be  exempt  from 
section  510(k)  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510  (a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a  skin 
pressure  protector,  the  agency  cannot 
make  the  required  finding.  To  protect 
the  public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  pubbc  health  that  FDA 


receive  premarket  notification 
submissions  concerning  a  skin  pressure 
protector.  The  agency  does  not  at  this 
time  anticipate  diat  premarket  approval 
will  be  required  for  this  device.  The 
agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
610(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

FDA  disagrees  with  the 
recommendation  of  the  Physcial 
Medicine  Device  Classification  Panel 
that  manufacturers  of  skin  pressure 
protectors  be  exempt  from  records  and 
reports  regulations  under  section  519  of 
the  act.  The  records  and  reports 
requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  wholly  or  in  part,  by  section 
519.  The  most  extensive  of  these 
requirements  are  found  in  the  device 
good  manufacturing  practice  (GMP) 
regulation,  published  in  the  Federal 
Register  of  July  21, 1978  (43  FR  31508).  In 
the  future,  FDA  will  publish  other 
regululations  under  section  519, 
including  regulations  requiring  reports  to 
FDA  of  experience  with  medical 
devices.  Until  these  regulations  are 
issued,  FDA  believes  that  it  cannot 
properly  issue  exemptions  from  them.  In 
the  future,  whenever  the  agency 
proposes  device  regulations  that  include 
records  and  reports  requirements, 
interested  persons  may  submit 
comments  requesting  that  certain 
classes  of  manufacturers  or  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exem*'  ion  from  records  and 
reports  requirements  that  FDA  is 
proposing  now,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  The  exemption 
will  not  extend  to  two  device  GMP 
requirements,  §  820.180  (21  CFR  820.180), 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of  a 
skin  pressure  protector  be  exempt  from 
the  device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 


manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  skin  pressure 
protector  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  skin  pressure 
protector  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  himf21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6450,  to  read  as 
follows: 

§  880.6450  Skin  pressure  protector. 

(a)  Idenlification.  A  skin  pressure 
protector  is  a  device  used  to  reduce 
pressure  on  the  skin  over  a  bony 
prominence  to  reduce  the  likelihood  of 
the  patient’s  developing  decubitus  ulcers 
(bedsores). 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
(October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  F’our 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  domments  may  be 
seen  in  the  above  office  between  the 
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hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dat9d:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26114  Filed  8-23-79;  B;45  ami 
BILLING  CODE  411(H)3-M 


[21  CFR  Part  880] 

[Docket  No.  78N>1354] 

Medical  Devices;  Classification  of 
Ultraviolet  Air  Purifiers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ultraviolet  air  purifiers  into 
class  II  (performance  standards).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  lp76. 

OATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305). 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin.  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classihcation  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  ultraviolet  air  purifiers: 


1.  Identification:  An  ultraviolet  air  purifier 
is  a  device  used  to  destroy  bacteria  in  the  air 
by  exposure  to  ultraviolet  radiation. 

2.  Recommended  classiHcation:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
ultraviolet  air  purifiers  be  classified  into 
class  II  because  the  Panel  believes  that 
performance  standards  are  needed  to  assure 
that  the  device  reduces  the  level  of  bacteria 
in  the  air  and  to  control  the  electrical 
properties  of  the  device.  The  Panel  believes 
that  general  controls  would  not  provide 
sufficient  control  over  these  characteristics. 
The  Panel  recommends  that  the  labeling 
contain  a  warning  that  overexposure  to  the 
ultraviolet  radiation  emitted  by  the  device 
may  cause  injury  to  the  eye  or  skin.  The 
Panel  also  recommends  that  the  labeling 
indicate  the  degree  of  effectiveness  of  the 
device.  The  Panel  also  recommends  that 
users  have  the  ultraviolet  bulb  checked 
regularly  to  determine  its  output  of  ultraviolet 
radiation.  The  Panel  believes  that  a  standard 
would  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device  and 
that  there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of.  and  clinical 
experience  with,  the  device. 

Risks  to  health:  (a)  Ozone  toxicity:  The 
device  may  produce  ozone,  which  may  cause 
ozone  toxicity,  (b)  Injury  of  the  skin  or  eye: 
Overexposure  to  ultraviolet  radiation  emitted 
by  the  device  may  cause  injury  to  the  skin  or 
eye.  (c)  Infection:  Failure  of  the  device  to 
eliminate  bacterial  contamination  sufficiently 
in  air  could  result  in  patient  infection,  (d) 
Electrical  injury:  Inporper  device  design  and 
construction  or  device  malfunction  can  result 
in  electrical  injury. 

Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
ultraviolet  air  purifiers  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

In  addition  to  the  Medical  Device 
Amendments  of  1976  (Pub.  L.  94-295), 
FDA  has  authority  under  the  Radiation 
Control  for  Health  and  Safety  Act  of 
1968  (Pub.  L.  90-602)  to  establish  and 
implement  an  electronic  product 
radiation  control  program  that  includes 
performance  standards  for  electronic 
products  and  their  related  accessories. 


Within  this  program,  radiation  emission 
performance  standards  have  been,  and 
will  continue  to  be,  set  and  enforced  for 
certain  medical  devices  that  emit 
electronic  product  radiation.  At  this 
time,  performance  standards  have  been 
promulgated  for  diagnostic  x-ray 
systems  and  their  major  components 
(§  1020.30  (21  CFR  1020.30)), 
radiographic  equipment  (§  1020.32  (21 
CFR  1020.32)),  laser  products,  whether 
used  medically  or  not  (§§  1040.10  and 
1040.11  (21  CFR  1040.10  and  1040.11)), 
and  ultrasonic  therapy  products 
(§  1050.10  (21  CFR  1050.10)).  The  agency 
will  use  its  authority  over  radiation 
emitting  electronic  medical  products 
under  the  Medical  Device  Amendments 
of  1976  and/or  the  Radiation  Control  for 
Health  and  Safety  Act  of  1968,  as 
appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6500,  to  read  as 
follows: 

§  880.6500  Ultraviolet  air  purifier. 

(a)  Identification.  An  ultraviolet  air 
purifier  is  a  device  used  to  destroy 
bacteria  in  the  air  by  exposure  to 
ultraviolet  radiation. 

(b)  Classification.  Class  11 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-56,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26115  Filed  B-23-79:  8:45  am) 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-13S5] 

Medical  Devices;  Classification  of 
Ultraviolet  Water  Purifiers 

AGENCY:  Food  and  Drug  Administration. 
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action:  Proposed  rule. _ 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ultraviolet  water  purifiers 
into  class  11  (performance  standards). 

FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  11.  The  effect  of  classifying  a 
device  into  class  11  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration.  Rm.  4- 
65,  5600  Fishers  Lane.  Rockville,  MD 
20857, 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INPORMATION: 

Panel  RecommendatioD 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regiilation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  ultraviolet  water 
purifiers: 

1.  Identification:  An  ultraviolet  water 
purifier  is  a  device  used  to  destroy  bacteria  in 
water  by  exposure  to  ultraviolet  radiation. 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  de\ice  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
ultraviolet  water  purifiers  be  classified  into 
class  II  because  the  Panel  believes  that 
performance  standards  are  necessary  to 
assure  that  the  device  reduces  the  level  of 
bacteria  in  water  and  to  control  the  electrical 
properties  of  the  device.  The  Panel  believes 
that  general  controls  would  not  provide 
sufficient  control  over  these  characteristics. 
The  Panel  recommends  that  the  labeling 
contain  a  warning  that  overexposure  to  the 


ultraviolet  radiation  emitted  by  the  device 
may  cause  injury  to  the  eye  or  skin.  The 
Panel  also  recommends  that  the  labeling 
indicate  the  degree  of  effectiveness  of  the 
device.  In  addition,  the  Panel  recommends 
that  users  have  the  ultraviolet  bulb  checked 
regularly  to  determine  its  output  of  ultraviolet 
radiation.  The  Panel  believes  that  a  standard 
would  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device  and 
that  there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Ozone  toxicity:  The 
device  may  produce  ozone,  which  may  cause 
ozone  toxicity,  (b)  Injury  to  the  skin  and  eye: 
Overexposure  to  ultraviolet  radiation  emitted 
by  this  device  may  cause  injury  of  the  skin  or 
eye.  (c)  Infection:  Failure  of  the  device  to 
eliminate  bacterial  contamination  sufficiently 
in  water  could  result  in  patient  infection,  (d) 
Electrical  shock:  Improper  device  design  and 
construction  or  device  malfunction  could 
result  in  electrical  shock. 

Proposed  ClassiRcation 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
ultraviolet  water  purifiers  be  classified 
into  class  II  (performance  standards). 
The  agency  believes  that  performance 
standards  are  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

In  addition  to  the  Medical  Device 
Amendments  of  1976  (Pub.  L.  94-295), 
FDA  has  authority  under  the  Radiation 
Control  for  Health  and  Safety  Act  of 
1968  (Fhib.  L.  90-602)  to  establish  and 
implement  an  electronic  product 
radiation  control  program  that  includes 
performance  standards  for  electronic 
products  and  their  related  accessories. 
Within  this  program,  radiation 
emmission  performance  standards  have 
been,  and  will  continue  to  be,  set  and 
enforced  for  certain  medical  devices 
that  emit  electronic  product  radiation. 

At  this  time,  performance  standards 
have  been  promulgated  for  diagnostic  x- 
ray  systems  and  their  major  components 
(§  1020.30  (21  CFR  1020.30)), 
radiographic  equipment  (§  1020.32  (21 
CFR  1020.32)),  laser  products,  whether 
used  medically  or  not,  (§  §  1040.10  and 
1040.11  (21  CFR  1040.10  and  1040.11)), 
and  ultrasonic  therapy  products 
(§  1050.10  (21  CFR  1050.10)).  The  agency 
will  use  its  authority  over  radiation 
emitting  electronic  medical  products 


under  the  Medical  Device  Amendments 
of  1976  and/or  the  Radiation  Control  for 
Health  and  Safety  Act  of  1968,  as  * 
appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6710,  to  read  as 
follows: 

§  880.67 1 0  Ultraviolet  water  purifier. 

(a)  Identification.  An  ultraviolet  water 
purifier  is  a  device  used  to  destroy 
bacteria  in  water  by  exposure  to 
ultraviolet  radiation. 

(b)  Classification.  Class  11 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1079  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  o^ice  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated;  August  10, 1979. 

Williain  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  TS^zeiie  Filed  8-23-79;  MS  am] 

BILLING  CODE  4110-03-N 


[21  CFR  Part  880] 

[Docket  No.  78N-1356] 

Medical  Devices;  Classification  of 
Body  Waste  Receptacles 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  body  waste  receptacles  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
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actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23. 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Healtfi, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  body  waste  receptacles: 

1.  Identihcation:  A  body  waste  receptacle 
is  a  device  not  attached  to  the  body  used  to 
collect  the  body  wastes  of  a  bed  patient.  The 
Panel  identified  this  generic  type  of  device 
under  the  names  “emesis  basins."  "bedpans’” 
and  "urinals.” 

2.  Recommended  classification;  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f}). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
body  waste  receptacles  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  act  because  the  Panel  believes  that  FDA 
does  not  need  to  receive  premarket 
notification  of  a  manufacturer's  intent  to 
market  this  simple  device.  The  Panel  also 
recommends  that  the  device  be  exempt  from 
the  good  manufacturing  practices  regulation 
under  section  520(f)  of  the  act  because  the 
Panel  believes  that  the  quality  of  the  device 
is  easily  discernible  and  that  defects  are 
readily  apparent  to  the  user.  The  Panel  also 
recommends  that  the  device  be  sterilizable 
and,  if  made  of  metal,  rustproof,  have  no 
rough  edges,  and  be  able  to  support  the 
patient  if  necessary. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 


personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identiHed. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
body  waste  receptacles  be  classified 
into  class  I  (general  controls).  The 
agency  believes  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
body  waste  receptacle  be  exempt  from 
section  510(k)  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510(a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a  body 
waste  receptacle,  the  agency  cannot 
make  the  required  finding.  "To  protect 
the  public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  body  waste 
receptacle.  The  agency  does  not  at  this 
time  anticipate  that  premarket  approval 
will  be  required  for  this  device.  The 
agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
body  waste  receptacle  be  exempt  from 
the  device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 


safety  and  effectiveness  of  the  device. 

The  agency  believes,  however,  that 
manufacturers  of  a  body  waste 
receptacle  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  body  waste 
receptacle  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  882  in  Subpart  G 
by  adding  new  §  880.6730,  to  read  as 
follows: 

§  880.6730  Body  waste  receptacle. 

(a)  Identification.  A  body  waste 
receptacle  is  a  device  not  attached  to 
the  body  used  to  collect  the  body  wastes 
of  a  bed  patient. 

(b)  Classification.  Class  1  (general 
controls).  The  device  is  exempt  fixim  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
"  comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 
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Dated;  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26117  Filed  8-23-79:  8:45  am) 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-13S7] 

Medical  Devices;  Classification  of 
Vacuum-Powered  Body  Fluid  Suction 
Apparatus 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  vacuum-powered  body  fluid 
suction  apparatus  into  class  II 
(performance  standards).  FDA  is  also 
publishing:  the  recommendation  of  the 
General  and  Plastic  Surgery  Device 
Classification  Panel  that  this  device  be 
classified  into  class  II;  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  suction  catheters  and  tips, 
vacuum  collection  bottles,  and  vacuum 
regulators,  which  are  components  of  the 
device,  be  classified  into  class  I;  the 
recommendation  of  the  Anesthesiology 
Device  Classification  Panel  that 
connecting  flexible  aspirating  fubes, 
rigid  suction  tips,  and  sterile  specimen 
traps,  which  are  components  of  the 
device  to  be  classified  into  class  1;  the 
recommendation  of  the  General  and 
Plastic  Surgery  Device  Classification 
Panel  that  noninvasive  tubing,  which  is 
tubing,  a  component  of  the  device,  be 
classified  into  class  I;  and  the 
recommendation  of  the  Anesthesiology 
Device  Classification  Panel  that  the 
suction  regulator  (with  gage),  which  is  a 
component  of  the  device,  be  classified 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
DATES:  Comments  by  October  23, 1979. 
It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACr. 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  and  Plastic  Surgery  Device 
Classification  Panel,  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  and  the 
Anesthesiology  Device  Classification 
Panel,  FDA  advisory  committees,  made 
the  following  recommendations 
regarding  the  classification  of  the 
vacuum-powered  body  fluid  suction 
apparatus  and  its  components: 

1.  Identification:  A  vacuum-powered  body 
fluid  suction  apparatus  is  a  device  used  to 
aspirate,  remove,  or  sample  body  fluids.  The 
device  is  powered  by  an  external  source  of 
vacuum.  This  generic  type  of  device  includes 
vacuum  regulators,  vacuum  collection  bottles, 
suction  catheters  and  tips,  connecting  flexible 
aspirating  tubes,  rigid  suction  tips,  specimen 
traps,  noninvasive  tubing  and  suction 
regulators  (with  gage).  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
and  the  Anesthesiology  Device  Classification 
Panel  considered  components  of  this  device 
as  separate  generic  types  of  devices  and 
under  separate  classification 
recommendations  for  the  vacuum  regulator, 
the  suction  regulator,  the  vacuum  collection 
bottle,  the  sterile  specimen  trap,  the  suction 
catheter  and  tip,  the  rigid  suction  tip,  and  the 
connecting  flexible  aspirating  tube.  The 
General  and  Plastic  Surgery  Device 
Classification  Panel  considered  a  component 
of  this  device  as  a  separate  generic  type  of 
device  and  made  a  separate  classification 
recommendation  for  noninvasive  tubing. 
These  Panels  identified  the  vaccum  regulator 
and  the  suction  regulator  (with  gage)  as  a 
device  used  to  control  the  vacuum  pressure  in 
a  suction  system,  the  vacuum  collection 
bottle  and  the  sterile  specimen  trap  as  a 
device  used  for  the  collection  of  aspirated 
fluids,  the  suction  catheter  and  tip  and  rigid 
suction  tip  as  a  device  used  for  the  aspiration 
of  fluids,  and  the  connecting  flexible 
aspirating  tube  as  a  device  used  to  conduct 
fluids  from  the  suction  tip  to  the  collection 
bottle. 

2.  Recommended  classification:  The 
General  and  Plastic  Surgery  Device 
Classification  Panel  recommends  that  the 
vacuum  powered  body  fluid  suction 
apparatus  be  classified  into  class  II 
(performance  standards)  and  that 
establishing  a  performance  standard  for  this 
device  be  a  low  priority.  The  Panel 
recommends  that  noninvasive  tubing  be 
classified  into  class  I  (general  controls)  and 
that  the  device  be  exempt  from  records  and 
reports  regulations  under  519  of  the  act  (21 


U.S.C.  360i).  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  the  suction  catheter  and  tip, 
the  vacuum  collection  bottle,  and  the  vacuum 
regulator  be  classified  into  class  I  (general 
controls).  The  Panel  recommends  that  the 
vacuum  collection  bottle  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  exempt  from  the  good 
manufacturing  practice  (GMP)  regulation 
under  section  520(f)  of  the  act  (21  U.S.C. 

360j(f)).  The  Panel  recommends  that  there  be 
no  exemption  for  the  suction  catheter  and  tip 
or  the  vacuum  regulator.  The  Anesthesiology 
Device  Classification  Panel  recommends  that 
the  suction  regulator  (with  gage)  be  classified 
intc^lass  II  (performance  standards).  The 
Panel  recommends  that  establishing  a 
performance  standard  for  this  device  be  a 
medium  priority.  The  Panel  recommends  that 
the  rigid  suction  tips,  sterile  specimen  trap, 
and  connecting  flexible  aspirating  tube  be 
classified  into  class  I  (general  controls).  The 
Panel  recommends  that  there  be  no 
exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  General  and  Plastic 
Surgery  Device  Classification  Panel 
recommends  that  this  device  be  classified 
into  class  II  because  the  Panel  believes  that  a 
standard  is  needed  to  assure  that  the  vacuum 
regulator  is  accurate  and  that  the  suction 
catheter  and  tip  will  not  collapse  during  use. 
The  Anesthesiology  Device  Classification 
Panel  recommends  that  suction  regulators 
(with  gage)  be  classified  into  class  II  because 
the  Panel  believes  that  a  performance 
standard  is  needed  to  assure  that  the  device 
is  accurate.  The  two  Panels  believe  that 
general  controls  would  not  provide  sufficient 
control  over  these  characteristics.  The 
Anesthesiology  Device  ClassiHcation  Panel 
recommends  that  connecting  flexible 
aspirating  tubes,  rigid  suction  tips,  and  sterile 
specimen  traps  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  suction  catheters  and  tips, 
vacuum  collection  bottles,  and  vacuum 
regulators  be  classified  into  class  I  because 
the  Panel  believes  that  general  controls  are 
sufficient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device. 

The  Panel  recommends  that  vacuum 
collection  bottles  be  exempt  from  premarket 
notification  under  section  510(k)  of  the  act 
because  the  Panel  believes  that  FDA  does  not 
need  to  receive  premarket  notification  of  a 
manufacturer’s  intent  to  market  this  simple 
device.  The^Panel  recommends  that  vacuum 
collection  bottles  be  exempt  from  good 
manufacturing  practice  regulations  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  defects  are  readily 
apparent  to  the  user.  The  Panel  also 
recommends  that  the  suction  catheter  and  tip 
be  supplied  sterile.  The  General  and  Plastic 
Surgery  Device  Classification  Panel 
recommends  that  noninvasive  tubing  be 
classihed  into  class  I  because  the  Panel 
believes  that  general  controls  are  sufficient  to 
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provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device.  The  Panel 
recommends  that  the  device  be  exempt  from 
the  records  and  reports  regulations  under 
section  519  of  the  act  because  the  Panel 
believes  that  FDA  does  not  need  to  receive 
records  and  reports  for  this  simple  device. 

4.  Summary  of  data  on  which  the 
recommendations  are  based:  The  Panels 
based  their  recommendations  on  the  Panel 
members’  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  ’The  General  and  Plastic 
Surgery  Device  Classibcation  Panel  and  the 
Anesthesiology  Device  Classification  Panel 
identified  the  following  risk  to  health:  (a) 
Tissue  damage:  If  the  vacuum  regulator  does 
not  regulate  the  vacuum  pressure  properly,  or 
if  the  suction  catheter  and  tip  is  not  of 
appropriate  size,  shape,  and  rigidity,  tissue 
damage  could  result.  The  Anesthesiology 
Device  Classification  Panel  identified  the 
following  additional  risks  to  health:  (b) 
Misdiagnosis  and  inappropriate  therapy: 
Contamination  of  the  sterile  specimen  trap 
used  to  collect  specimens  for  laboratory 
analysis  may  result  in  the  generation  of 
inaccurate  diagnostic  information  and  thus  in 
inappropriate  therapy,  (c)  Infection:  A  lack  of 
sterility  of  the  rigid  suction  tip  may  cause  an 
infection  in  the  patient,  (d)  Inadequate  fluid 
removal:  Faulty  connections  or  leaks  in  the 
rigid  suction  tip  or  the  connecting  flexible 
aspirating  tube  may  result  in  inadequate  fluid 
removal. 

Proposed  Classification 

FDA  agrees  with  the  recommendation 
of  the  General  and  Plastic  Surgery 
Device  Classification  Panel  and  is 
proposing  that  the  vacuum-powered 
body  fluid  suction  apparatus  be 
classified  into  class  11  (performance 
standards).  The  agency  has  also 
reviewed  the  recommendations  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel,  the 
Anesthesiology  Device  Classification 
Panel,  and  the  General  and  Plastic 
Surgery  Device  Classification  Panel  for 
vacuum  regulators,  suction  regulators 
(with  gage),  vacuum  collection  bottles, 
sterile  specimen  traps,  suction  catheters 
and  tips,  rigid  suction  tips,  connecting 
flexible  aspirating  tubes,  and 
noninvasive  tubing,  and  has  concluded 
that  because  these  devices  are 
components  of  the  generic  type  vacuum- 
powered  body  fluid  suction  apparatus, 
they  should  be  classified  in  the  same 
regulation  as  the  device  of  which  they 
are  parts.  The  agency  also  believes  it  is 
more  appropriate  for  the  classification 
of  the  vacuum-powered  body  fluid 
suction  apparatus  to  be  published  in  the 
part  of  the  Code  of  Federal  Regulations 
for  General  Hospital  and  Personal  Use 
Devices.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 


performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

The  agency  disagrees  with  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel 
recommendation  that  suction  catheters 
and  tips,  vacuum  collection  bottles,  and 
vacuum  regulators  be  classified  into 
class  I.  The  agency  also  disagrees  with 
the  Anesthesiology  Device 
Classification  Panel  that  connecting 
flexible  aspirating  tubes,  rigid  suction 
tips,  and  sterile  specimen  traps  be 
classified  into  class  I.  The  agency  also 
disagrees  with  the  General  and  Plastic 
Surgery  Device  Classification  Panel  that 
noninvasive  tubing  be  classified  into 
class  I.  The  agency  is  proposing  that  the 
vacuum-powered  body  fluid  suction 
apparatus  be  classified  into  class  II. 
Therefore,  the  components  of  the 
apparatus  would  also  be  classified  into 
class  II. 

Because  the  agency  has  decided  that 
the  vacuum-powered  body  fluid  suction 
apparatus  should  be  classified  into  class 
II  rather  than  class  I,  the  agency  is  not 
required  to  publish  a  regulation  adopting 
or  rejecting  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
vacuum  collection  bottle,  a  component 
of  the  device,  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  from  the  good  manufacturing 
practice  regulation  under  section  520(f) 
of  the  act  and  the  agency  is  not  required 
to  publish  a  regulation  adopting  or 
rejecting  the  recommendation  of  the 
General  and  Plastic  Surgery  Device 
Classification  Panel  that  noninvasive 
tubing,  a  component  of  the  device,  be 
exempt  from  the  records  and  reports 
regulations  under  section  519  of  the  act. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6740,  to  read  as 
follows: 

§  880.6740  Vacuum-powered  body  fluid 
suction  apparatus. 

(a)  Identification.  A  vacuum-powered 
body  fluid  suction  apparatus  is  a  device 
used  to  aspirate,  remove,  or  sample 
body  fluids.  The  device  is  powered  by 
an  external  source  of  vacuum.  This 
generic  type  of  device  includes  vacuum 
regulators,  vacuum  collection  bottles, 
suction  catheters  and  tips,  connecting 
flexible  aspirating  tubes,  rigid  suction 


tips,  specimen  traps,  noninvasive  tubing 
and  suction  regulators  (with  gage). 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane.  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26116  Filed  8-23-79;  ft45  ami 
BILUNG  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1358] 

Medical  Devices;  Classification  of 
Protective  Restraints 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  protective  restraints  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  1.  The 
effect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
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Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  protective  restraints: 

1.  Identification:  A  protective  restraint  is  a 
device,  usually  a  wristlet,  anklet,  or  other 
type  of  strap,  that  limits  a  patient's 
movements  to  the  extent  necessary  for 
treatment,  examination,  or  protection  of  the 
patient. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket- 
notification  under  section  510(k]  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k])  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summarj'  of  reasons  for 
recommendation:  The  Panel  recommends  that 
protective  restraints  be  classified  into  class  1 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  this 
device  be  exempt  from  premarket  notification 
under  section  510(k)  of  the  act  because  the 
Panel  believes  that  FDS  does  not  need  to 
receive  premarket  notification  of  a 
manufacturer's  intent  to  market  this  simple 
device.  The  Panel  recommends  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  that  defects  are  readily 
apparent  to  the  user.  The  Panel  also 
recommends  that  the  device  be  flame 
retardant,  strong,  nonconstricting,  and 
cleanable. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  Constriction  of  blood 
supply  or  restriction  of  respiration:  If  the 
device  straps  can  slip  and  tighten,  they  could 
constrict  the  blood  supply  to  an  arm  or  leg  or 
restrict  respiration. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
protective  restraints  be  classified  into 
class  I  (general  controls).  The  history  of 
use  of  the  device  has  shown  that  there  is 
minimal  risk  of  constriction  of  the 
patient’s  blood  supply  to  an  arm  or  leg 
or  restriction  of  the  patient's  respiration 
caused  by  the  device.  Therefore,  the 
agency  believes  that  general  controls 


are  sufficient  to  provide  reasonably 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
protective  restraint  be  exempt  from 
section  510(k)  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510(a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from  ■ 
section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a 
protective  restraint,  the  agency  cannot 
make  the  required  finding.  To  protect 
the  public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  a  protective 
restraint.  The  agency  does  not  at  this 
time  anticipate  that  premarket  approval 
will  be  required  for  this  device.  The 
agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
protective  restraint  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  seetton  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
•  manufacturers  of  a  protective  restraint 
must  still  be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of  a 


protective  restraint  must  still  be 
required  to  comply  with  the  general 
requirements  concerning  records  in 
§  820.180  to  ensure  that  FDA  has  access 
to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6760,  to  read  as 
follows: 


§  880.6760  Protective  restraint. 


(a)  Identification.  A  Protective 
restraint  is  a  device,  usually  a  wristlet, 
anklet,  or  other  type  of  strap,  that  limits 
a  patient’s  movements  to  the  extent 
necessary  for  treatment,  examination,  or 
protection  of  the  patient. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-56,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 


Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doc.  79-27119  Filed  8-23-79;  8:45  am] 
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[21  CFR  Part  880] 

[Docket  No.  78N-1359] 

Medical  Devices;  Classification  of  AC> 
Powered  Patient  Transfer  Devices 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  AC-powered  patient  transfer 
devices  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  comments  by  October  23. 1979.  It 
is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  W'elfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-127- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  AC-powered  patient 
transfer  devices: 

1.  Identification:  An  AC-powered  patient 
transfer  device  is  a  device  consisting  of  a 
wheeled  stretcher  and  an  AC-powered 
mechanism  that  has  a  broad  flexible  band 
stretched  over  long  rollers  that  can  advance 
itself  under  a  patient  and  transfer  the  patient 
with  minimal  distrubance  in  a  horizontal 
position  to  the  stretcher.  The  Panel  identified 
this  generic  type  of  device  under  the  name 
“AC-powered  patient  roller.” 


2.  Recommended  classification:  Class  11 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
AC-powered  patient  transfer  devices  be 
classified  into  class  11  because  the  Panel 
believes  the  electrical  properties  of  the 
device  must  be  controlled  through  an 
electrical  safety  standard.  The  Panel  believes 
that  general  controls  would  not  provide 
sufficient  control  over  this  device 
characterisfic.  The  Panel  believes  that  the 
device  labeling  should  state  the  maximum 
weight  capacity  of  the  device  and  include 
cleaning  instructions.  The  Panel  believes  that 
a  performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provides  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Electrical  shock: 
Improper  device  design  and  construction  or 
device  malfunction  can  result  in  electrical 
shock,  (b)  Infection:  If  the  device  cannot  be 
properly  cleaned,  an  infection  to  the  patient 
could  result. 

Proposed  Classification 

FDA  agrees  witli  the  Panel 
recommendation  and  is  proposing  that 
AC-powered  patient  transfer  devices  be 
classified  into  class  II  (performance 
standards).  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6775,  to  read  as 
follows: 

§  880.6775  AC-powered  patient  transfer 
,  device. 

(a)  Identification.  An  AC-powered 
patient  transfer  device  is  a  device 
consisting  of  a  wheeled  stretcher  and  an 
AC-powered  mechanism  that  has  a 
broad  flexible  band  stretched  over  long 
rollers  that  can  advance  itself  under  a 
patient  and  tranfer  the  patient  with 
minimal  disturbance  in  a  horizontal 
position  to  the  stretcher. 


(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies- of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Ccmmissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26120  Filed  6-23-79;  8;45  am] 

BILLING  CODE  4110-03-M 

[21  CFR  Part  880] 

[Docket  No.  78N-1360] 

Medical  Devices;  Classification  of 
Manual  Patient  Transfer  Devices 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  manual  patient  transfer 
devices  into  class  I  (general  controls). 
FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  I.  The  effect  of  classifying  a  device 
into  class  I  is  to  require  that  the  device 
meet  only  the  general  controls 
applicable  to  all  devices.  After 
considering  public  comments,  FDA  will 
issue  a  final  regulation  classifying  the 
device.  These  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

OATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
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Ave..  Silver  Spring,  MD  20910.  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  manual  patient  transfer 
devices: 

1.  Identification;  A  manual  patient  transfer 
device  is  a  device  consisting  of  a  wheeled 
stretcher  and  a  mechanism  on  which  a 
patient  can  be  placed  so  that  the  patient  can 
be  transferred  with  minimal  disturbance  in  a 
horizontal  position  to  the  stretcher.  The  Panel 
identified  this  generic  type  of  device  under 
the  name  “manual  patient  roller.” 

2. ‘Recommended  classification;  Class  I 
(general  controls).  The  Panel  recommends 
that  the  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
manual  patient  transfer  devices  be  classified 
into  class  1  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  act  because  the  Panel  believes  that  FDA 
does  not  need  to  receive  premarket 
notification  of  a  manufacturer's  intent  to 
market  this  simple  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
the  good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  because  the 
Panel  believes  that  the  quality  of  the  device 
is  easily  discernible  and  that  defects  are 
readily  apparent  to  the  user.  The  Panel  also 
recommends  that  the  device  labeling  state  the 
maximum  weight  capacity  of  the  device  and 
include  cleaning  instructions. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  hedith;  Infection;  If  the  device 
cannot  be  properly  cleaned,  an  infection  in 
the  patient  could  result. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
manual  patient  transfer  devices  be 
classified  into  class  I  (general  controls). 
The  agency  believes  that  general  • 
controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of  a 


manual  patient  transfer  device  be 
exempt  from  section  510(k)  of  the  act, 
FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510(a) 
through  (j)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations  (21  CFR  Part  807). 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a 
manual  patient  transfer  device,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  a  manual  patient  transfer 
device.  The  agency  does  not  at  this  time 
anticipate  that  premarket  approval  will 
be  required  for  this  device.  The  agency 
believes  that  the  semiannual  updating  of 
device  listing  under  section  510(j)(2)  will 
provide  FDA  with  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of  a 
manual  patient  transfer  device  be 
exempt  from  the  device  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act, 
FDA  is  proposing  that  a  manufacturer  of 
this  device  be  exempt,  in  the 
manufacture  of  the  device,  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  manual  patient 
transfer  device  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  manual  patient 
transfer  device  must  still  be  required  to 
comply  with  the  general  requirements 


concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  5134, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6785  as  follows; 

§  880.6785  Manual  patient  transfer  device. 

(a)  Identification.  A  manual  patient 
transfer  device  is  a  device  consisting  of 
a  wheeled  stretcher  and  a  mechanism 
on  which  a  patient  can  be  placed  so  that 
the  patient  can  be  transferred  with 
minimal  disturbance  in  a  horizontal 
position  to  the  stretcher. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  thjs  chapter,  with  the 
exception  of  §' 820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposaL.Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated;  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  f fairs. 

(FR  Doc.  79-26121  Filed  8-23-79;  8:45  am] 
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action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  washers  for  body  waste 
receptacles  into  class  I  (general 
controls).  FDA  is  also  publishing  the 
recommendations  of  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976, 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301^27- 
7555. 

SUPPLEMENTARY  INFORMATION; 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  washers  for  body  waste 
receptacles: 

1.  Identification:  A  washer  for  body  waste 
receptacles  is  a  device  used  to  clean  and 
sanitize  a  body  waste  receptacle,  such  as  a 
bedpan.  The  device  consists  of  a  wall- 
mounted  plumbing  fixture  with  a  door 
through  which  a  body  waste  receptacle  is 
inserted.  When  the  door  is  closed  the  body 
waste  receptacle  is  cleaned  by  hot  water  or 
steam  and/or  germicide.  The  Panel  identified 
this  generic  type  of  device  under  the  name 
"mechanical  bedpan  sanitizer.”. 

2.  Recommended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C,  360(k)),  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 


3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
washers  for  body  waste  receptacles  be 
classified  into  class  I  because  the  Panel 
believes  that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
premarket  notification  under  section  510(k)  of 
the  act  because  the  Panel  believes  that  FDA 
does  not  need  to  receive  premarket 
notification  of  a  manufacturer’s  intent  to 
market  this  simple  device.  The  Panel 
recommends  that  this  device  be  exempt  from 
the  good  manufacturing  practice  regulation 
under  section  520(f)  of  the  act  because  the 
Panel  believes  that  the  quality  of  the  device 
is  easily  discernible  and  that  defects  are 
readily  apparent  to  the  user.  The  Panel  also 
recommends  that  washers  for  body  waste 
receptacles  with  a  germicide  cycle  (a  cycle  in 
which  a  chemical  germicide  is  automatically 
added  to  the  wash  water)  allow  sufficient 
time  for  the  germicide  to  act  so  that  bacterial 
concentration  is  reduced.  The  Panel  also 
recommends  that  the  device  include  a  system 
for  odor  control. 

‘4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Contamination:  If  a 
body  waste  receptacle  is  inadequately 
cleaned  and  sanitized,  there  is  a  possibility  of 
contaminating  patients  or  attendants,  (b) 
Burns:  If  steam  can  escape  from  the  device, 
there  is  a  possibility  that  operating  personnel 
may  be  burned. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
washers  for  body  waste  receptacles  be 
classified  into  class  I  (general  controls). 
The  history  of  use  of  the  device  has 
shown  that  there  is  minimal  risk  of 
contamination  or  burns  caused  by  the 
device.  Therefore,  the  agency  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
washer  for  body  waste  receptacles  be 
exempt  from  section  510(k)  of  the  act, 
FDA  is  proposing  that  these 
manufacturers  be  subject  to  registration 
and  device  listing  under  section  510(a) 
through  (I)  of  the  act,  but  exempt  from 
premarket  notification  under  section 
510(k)  of  the  act  and  Subpart  E  of  Part 
807  of  the  regulations  (21  CFR  Part  807). 
Under  section  510(g)(4)  of  the  act,  the 
agency  may  exempt  a  manufacturer 
from  section  510  only  if  it  finds  that 
compliance  with  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of  a 
washer  for  body  waste  receptacles,  the 
agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 


agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  a  washer  for  body  waste 
receptacles.  The  agency  does  not  at  this 
time  anticipate  that  premarket  approval 
will  be  required  for  this  device.  The 
agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
washer  for  body  waste  receptacles  be 
exempt  from  the  device  good 
manufacturing  practice  (GMP) 
regulation  under  section  520(f)  of  the  act, 
FDA  is  proposing  that  a  manufacturer  of 
this  device  be  exempt,  in  the 
manufacture  of  the  device,  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
nies.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  washer  for  body 
waste  receptacles  must  still  be  required 
to  comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  a  washer  for  body 
waste  receptacles  must  still  be  required 
to  comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6800,  to  read  as 
follows: 
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§  880.6800  Washer  for  body  waste 
receptacles. 

(a)  Identification.  A  washer  for  body 
waste  receptacles  is  a  device  used  to 
clean  and  sanitize  a  body  waste 
receptacle,  such  as  a  bedpan.  The 
device  consists  of  a  wall-mounted 
plumbing  fixture  with  a  door  through 
which  a  body  waste  receptacle  is 
inserted.  When  the  door  is  closed  the 
body  waste  receptacle  is  cleaned  by  hot 
water  or  steam  and/or  germicide. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to. 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26122  Filed  8-23-79;  8:45  am] 

BILLING  CODE  4110-03-M 

[21  CFR  Part  880] 

[Docket  No.  76N-1362] 

Medical  Devices;  Classification  of 
Disposable  Scissors 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  disposable  scissors  into  class 
1  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  ClassiFication  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a' final 


regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4-. 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  informajtion  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  disposable  scissors: 

1.  Identification:  Disposable  scissors  are  a 
disposable  general  cutting  device.  This 
generic  type  of  device  does  not  include 
surgical  scissors.  The  Panel  identified  this 
generic  type  of  device  under  the  name 
“general  hospital  scissors.” 

2.  Recommended  classification;  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k]  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
disposable  scissors  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  this 
device  be  exempt  from  premarket  notification 
under  section  510(k)  of  the  act  because  the 
Panel  believes  that  FDA  does  not  need  to 
receive  premarket  notification  of  a 
manufacturer's  intent  to  market  this  simple 
device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
disposable  scissors  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 


assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
disposable  scissors  be  exempt  from 
section  510(k)  of  the  act,  FDA  is 
proposing  that  these  manufacturers  be 
subject  to  registration  and  device  listing 
under  section  510  (a)  through  (j)  of  the 
act,  but  exempt  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  Under 
section  510(g)(4)  of  the  act,  the  agency 
may  exempt  a  manufacturer  from 
section  510  only  if  it  finds  that 
compliance  wi^  this  section  is  not 
necessary  for  the  protection  of  the 
public  health.  In  the  case  of  registration 
and  listing  by  manufacturers  of 
disposable  scissors,  the  agency  cannot 
make  the  required  finding.  To  protect 
the  public  health,  the  agency  needs  to  be 
able  to  identify  the  firms  manufacturing 
this  device  and  to  conduct  necessary 
inspections.  The  agency  has  determined, 
however,  that  it  is  not  necessary  for  the 
protection  of  the  public  health  that  FDA 
receive  premarket  notification 
submissions  concerning  disposable 
scissors.  The  agency  does  not  at  this 
time  anticipate  that  premarket  approval 
will  be  required  for  this  device.  'The 
agency  believes  that  the  semiannual 
updating  of  device  listing  under  section 
510(j)(2)  will  provide  FDA  with  adequate 
notice  concerning  new  products  within 
this  generic  type  of  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6820,  to  read  as 
follows: 

§  880.6820  Disposable  scissors. 

(a)  Identification.  Disposable  scissors 
are  a  disposable  general  cutting  device. 
This  generic  type  of  device  does  not 
include  surgical  scissors. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
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document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  79-26123  Piled  8-23-79;  6:45  am) 

BILUNG  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-13631 

Medical  Devices;  Classification  of 
Sterilization  Wraps 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  a  regulation 
classifying  sterilization  wraps  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
General  and  Plastic  Surgery  Device 
ClassiHcation  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public 
comments,  FDA  will  issue  a  Final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
General  and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 


committees,  made  the  following 
recommendation  with  respect  to  the 
classification  of  sterilization  wraps: 

1.  Identification:  A  sterilization  wrap  is  a 
bag  or  wrap  in  which  a  device  is  placed, 
sterilized,  and  kept  sterile  until  use.  The 
General  and  Plastic  Surgery  Device 
Classification  Panel  identified  this  generic 
type  of  device  as  the  "pack,  sterilization 
wrapper,  bag,  and  accessories." 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  General 
Hospital  and  Personal  Use  Device 
Classihcation  Panel  recommends  that 
establishing  a  performance  standard  for  this 
device  be  a  medium  priority.  The  General 
and  Plastic  Surgery  Device  Classification 
Panel  reconunends  that  establishing  a 
performance  standard  for  this  device  be  a 
low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panels  recommend  that 
the  sterilization  wrap  be  classihed  into  class 
II  because  the  Panels  believe  that  the 
material  properties  of  this  device  must  be 
controlled  through  a  standard  to  assure  that 
the  device  performs  as  an  adequate 
sterilization  wrap  and  that  the  device  will 
maintain  the  sterility  of  the  enclosed  product 
until  it  is  used.  The  General  and  Plastic 
Surgery  Device  Classification  Panel 
recommends  that  the  standard  address  the 
particulate  (lint)  shedding  properties  of  the 
device.  The  General  Hospital  and  Personal 
Use  Device  Classibcation  Panel  recommends 
that  the  standard  address  the  permeability 
and  wetting  properties  of  the  wrap  material, 
the  device’s  shelflife,  and  the  device’s  sealing 
and  opening  properties.  The  Panels  believe 
that  general  controls  would  not  provide 
sufficient  control  over  these  characteristics. 
The  Panels  believe  that  a  standard  would 
provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device  and  that  there 
is  sufficient  information  to  establish  a 
standard  to  provide  such  assurance.  The 
General  Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that  the 
device  labeling  state  which  sterilization 
method  (ethylene  oxide  or  steam)  is 
appropriate. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  Both  Panels  identibed 
the  following  risk  to  health:  (a)  Infection:  If 
the  sterilization  wrap  fails  to  maintain  the 
sterility  of  the  enclosed  device,  a  patient 
using  the  device  may  get  an  infection.  The 
General  Hospital  and  Personal  Use  Device 
Classification  Panel  identified  the  following 
additional  risk  to  health:  (b)  Adverse  toxic 
reaction:  If  the  sterilization  wrap  does  not 
allow  escape  of  residual  ethylene  oxide  from 
an  enclosed  sterilized  device,  a  patient  on 
whom  the  device  is  used  may  experience  an 
adverse  toxic  reaction.  The  General  and 
Plastic  Surgery  Device  Classification  Panel 
identified  the  following  additional  risk  to 
health:  (c)  Foreign  body  reaction:  Lint  shed 
from  the  device  may  be  transferred  to  the 
product  (e.g.,  surgical  instruments,  etc.)  which 
is  enclosed  by  this  device  and  then  to  the 
patient,  causing  a  foreign  body  reaction. 


Proposed  ClassiHcation 

FDA  agrees  with  the  Panel 
recommehdation  and  is  proposing  that 
sterilization  wraps  be  classified  into 
class  II  (performance  standards).  FDA 
has  concluded  that  it  would  be  more 
appropriate  for  this  device  to  be  named 
“sterilization  wrap"  and  for  its 
classification  to  be  published  in  the  part 
of  the  Code  of  Federal  Regulations  for 
General  Hospital  and  Personal  Use 
Devices.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6850,  to  read  as 
follows: 

§  880.6850  Sterilization  wrap. 

(a)  Identification.  A  sterilization  wrap 
(pack,  sterilization  wrapper,  bag,  and 
accessories)  is  a  bag  or  wrap  in  which  a 
device  is  placed,  sterilized,  and  kept 
sterile  until  use. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
'  Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  79-26124  Filed  8-23-79. 8:45  am) 

BILLING  CODE  4110-03-M 
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[21  CFR  Part  880] 

[Docket  No.  78N-1364] 

Medical  Devices;  Classification  of 
Ethyiene  Oxide  Gas  Sterilizers 

agency:  Food  and  Drug  Administration.' 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  ethylene  oxide  (ETO)  gas 
sterilizers  into  class  II  (performance 
standards).  FDA  is  also  publishing  the 
recommendation  of  the  General  Hosptial 
and  Personal  Use  Device  Classification 
Panel,  the  Denial  Device  Classification 
Panel,  and  the  General  and  Plastic 
Surgery  Device  Classification  Panel  that 
this  device  be  classified  into  class  II. 

The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  The  actions  are  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

DATES:  Comments  by  October  23, 1979, 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFOMRATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  the  Dental 
Device  Classification  Panel,  and  the 
General  and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  ethylene  oxide  gas 
sterilizers: 

1.  Identification:  An  ethylene  oxide  gas 
sterilizer  is  a  device  that  uses  ethylene  oxide 
(ETO)  to  sterilize  medical  products.  The 
General  Hospital  and  Personal  Use  Device 


Classification  Panel  identified  this  generic 
type  of  device  as  the  “gas  sterilizer."  The 
Dental  Device  Classification  Panel  identified 
this  generic  type  of  device  as  the  “ethylene- 
oxide  gas  sterilizer."  The  General  and  Plastic 
Surgery  Device  Classification  Panel  identified 
this  generic  type  of  device  as  the  “ethylene 
oxide  sterilizer." 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
establishing  a  performace  standard  for  this 
device  be  a  medium  priority.  The  Dental 
Device  Classification  Panel  recommends  that 
establishing  a  performance  standard  for  this 
device  be  a  low  priority.  The  General  and 
Plastic  Surgery  Device  Classification  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  three  Panels 
recommend  that  the  device  be  classified  into 
class  II  because  the  Panels  believe  that  a 
performance  standard  is  necessary  to  assure 
that  this  device  sterilizes  medical  products 
properly.  The  Panels  also  recommend  that 
ethylene  oxide  sterilization  be  used  only 
when  steam  sterilization  cannot  be 
employed.  The  Panels  believe  that  qualified 
personnel  must  be  trained  in  the  use  of 
ethylene  oxide  gas  sterilizers  to  assure 
familiarity  with  certain  procedures  that  need 
to  be  carried  out  in  the  sterilization  process. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  recommends  that 
the  labeling  of  the  device  include  directions 
for  the  installation  of  an  ETO  exhaust  system 
and  describe  the  need  for  periodic 
performance  testing  using  a  sterilization 
indicator.  The  General  and  Plastic  Surgery 
Device  Classification  Panel  believes  that 
manufacturers  need  to  agree  on  the  length  of 
time  required  to  sterilize  and  aerate  certain 
medical  products  and  that  aerators  should  be 
a  required  part  of  a  gas  sterilizer,  particularly 
when  products  made  of  rubber  or  certain 
plastics  are  to  be  sterilized.  All  three  Panels 
believe  that  general  controls  would  not 
provide  sufficient  control  over  these 
characteristics.  The  Panels  believe  that  a 
standard  would  provide  a  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device  and  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  such  assurance. 

4.  Summary  of  data  on  which  the 
recommendations  are  based:  The  Panels 
based  their  recommendations  on  the  Panel 
members’  personal  knowledge  of,  and  clinical 
experience  with,  the  device,  on  their 
knowledge  of  the  literature  that  relates  to 
sterilization  and  the  use  of  ETO,  and  on  the 
Association  for  the  Advancement  of  Medical 
Instrumentation  standard  for  E-O 
sterilization  (Ref.7). 

5.  Risks  to  health:  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
and  the  Dental  Device  Classification  Panel 
identified  the  following  risks  to  health:  (a) 
Infection:  If  the  device  fails  to  sterilize 
medical  products  adequately,  patients 
exposed  to  the  products  may  experience 
infection.  The  General  and  Plastic  Surgery 
Device  ClassiBcation  Panel  and  the  General 
Hospital  and  Personal  Use  Device 


Classification  Panel  identified  the  following 
risk  to  health:  (b)  Tissue  burns,  skin  and 
mucosal  membrane  irritation,  toxic  reactions, 
or  dermatitis:  If  the  ETO  gas  is  not  properly 
removed  after  the  sterilization  procedures, 
residual  gas  may  be  absorbed  by  the 
sterilized  product.  A  patient  exposed  to  this 
contaminated  product  could,  as  a  result, 
experience  tissue  burns,  skin  and  mucosal 
membrane  irritation,  toxic  reactions,  or 
dermatitis. 

Proposed  classification 

FDA  agrees  with  the  Panels’ 
recommendations  and  is  proposing  that 
ethylene  oxide  gas  sterilizers  be 
classified  into  class  II  (performance 
standards).  FDA  has  concluded  that  it 
would  be  more  appropriate  for  the 
device  to  be  called  “ethylene  oxide  gas 
sterilizer”  and  for  its  classification  to  be 
published  in  the  part  of  the  Code  of 
Federal  Regulations  for  General 
Hospital  and  Personal  Use  Devices.  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
stand^d  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance.'’ 

In  the  Federal  Register  of  June  23, 1978 
(43  FR  27474),  FDA  proposed  to  amend 
Parts  211  and  821  (21  CFR  Parts  211  and 
821)  to  establish  maximum  residual 
limits  and  maximum  levels  of  exposure 
of  ethylene  oxide  and  its  two  major 
reaction  products,  ethylene  chlorohydrin 
and  ethylene  glycol.  This  proposal 
would  impose  restrictions  on  the 
continued  use  of  ethylene  oxide  as  a 
sterilant  for  certain  drug  products  and 
medical  devices  for  human  use  by  (1) 
establishing  maximum  residue  limits  for 
ethylene  oxide  and  its  two  major 
reaction  products,  ethylene  chlorohydrin 
(2-chloroethanol)  and  ethylene  glycol,  in 
drug  products  for  human  and  veterinary 
use,  including  biological  products  for 
human  use,  and  in  medical  devices  for 
human  use,  and  (2)  establishing 
maximum  daily  levels  of  exposure  for 
drug  products  for  ethylene  oxide  and  its 
two  major  reaction  products.  This 
amendment  was  proposed  because 
residues  of  ethylene  oxide  and  its  two 
major  reaction  products  in  drug  products 
and  devices  for  which  ethylene  oxide  is 
used  as  a  sterilant  may  produce  toxic 
reactions  in  patients,  and  because  of  the 
potential  risk  of  mutagenicity  from 
exposure  to  these  residues.  The 
restrictions  imposed  by  this  proposed 
rule  would  apply  to  ethylene  oxide  gas 
sterilizers  because  gas  sterilizers  use 
ethylene  oxide  as  a  sterilant. 
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References 

The  following  information  has  b^n 
placed  in  the  office  of  the  Hearing  Qerk 
(address  above)  and  may  be  seen  by 
interested  persons,  from  9  a.m.  to  4  p.m., 
Monday  through  Friday. 

1.  Association  for  the  Advancement  of 
Medical  Instrumentation,  "E-O  Sterilization 
Standard  (Draft),”  Association  for  the 
Advancement  of  Medical  Instrumentation, 
Arlington,  VA,  1976. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6860,  to  read  as 
follows; 

§  880.6860  Ethylene  oxide  gas  sterilizer. 

(a)  Identification.  An  ethylene  oxide 
gas  sterilizer  is  a  device  that  uses 
ethylene  oxide  (ETO)  to  sterilize 
medical  products. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-30$),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857.  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated;  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26725  Filed  8-23-79;  8:45  am) 
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[21  CFR  Part  8801 

(Docket  No.  78N-13651 


Medical  Devices;  Classification  of  Dry- 
Heat  Sterilizers 

AGENCY:  Food  and  Drug  Administration. 
action:  Proposed  rule. _ 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  dry-heat  sterilizers  into  class 
II  (performance  standards).  The  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 


device  be  classified  into  class  II.  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards  prc 
to  assure  the  safety  and  effectiveness  of 
the  device.  After  considering  public  as 

comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These  st. 
actions  are  being  taken  under  the  e 

Medical  Device  Amendments  of  1976. 
dates:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective  P 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register.  j,, 

address:  Written  comments  to  the  ^ 

office  of  the  Hearing  Clerk  (HFA-305),  (. 

Food  and  Drug  Administration.  Rm.  4-  g 

65,  5600  Fishers  Lane,  Rockville,  MD  j 

20857.  I 

FOR  FURTHER  INFORMATION  CONTACT:  ( 

Lillian  L.  Yin,  Bureau  of  Medical  Devices  j 
(HFK-470),  Food  and  Drug  i 

Administration,  Department  of  Health,  ; 

Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  with  respect  to  the 
classification  of  dry-heat  sterilizers. 

1.  Identification;  A  dry-heat  sterilizer  i^s  a 
device  that  uses  dry  heat  to  sterilize  medical 
products. 

2.  Recommended  classification:  Class  u 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
dry-heat  sterilizers  be  classified  into  class  II 
because  the  Panel  believes  that  performance 
standards  are  necessary  to  assure  that  the 

—  device  maintains  the  correct  temperature  for 
a  length  of  time  adequate  for  proper 
sterilization  of  medical  products.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  also  recommends 
that  the  labeling  of  the  device  provide  proper 
instructions  for  its  use  and  describe  the  need 
n.  for  periodic  performance  testing  using  a 
sterilization  indicator.  The  Panel  believes 

_  that  a  performance  standard  would  provide 

reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device,  and  that  there  is 
sufficient  information  to  establish  a  standard 
*  to  provide  such  assurance. 

4.  Summary  of  data  on  which  the 
is  recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members 
le  personal  knowledge  of,  and  clinical 

experience  with,  the  device  and  on  reports  of 


studies  of  dry-heat  sterilization  that  were 
sponsored  by  the  National  Aeronautics  and 
Space  Administration  (NASA)  (Refs.  1 
through  5).  These  reports  decribe  recent 
progress  made  in  research  on  dry-heat 
sterilization  and  some  of  the  problems 
associated  with  this  sterilization  method. 

5.  Risks  to  health:  Infection:  If  the  dry-heat 
sterilizer  fails  to  maintain  the  correct 
temperature  for  a  length  of  time  adequate  to 
sterilize  medical  products  properly,  patients 
exposed  to  the  products  may  experience 
infection. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
dry-heat  sterilizers  be  classified  into 
class  II  (performance  standards).  The 
agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risk  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 
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The  following  information  has  been 
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Monday  through  Friday. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6870.  to  read  as 
follows: 
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§  880.6870  Dry-heat  sterilizer.  ' 

(a)  Identification.  A  dry-heat  sterilizer 
is  a  device  that  uses  dry  heat  to  sterilize 
medical  products. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  cqmments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments^  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m„  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(KR  Doc.  79-26128  Filed  8-23-79;  8;45  am) 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1366] 

Medical  Devices;  Classification  of 
Steam  Sterilizers 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug  * 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  steam  sterilizers  into  class  II 
(performance  standards).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel,  the  Dental 
Device  Classification  Panel,  and  the 
General  and  Plastic  Surgery  Device 
Classification  Panel  that  the  device  be 
classified  into  class  II.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  future  development  of  one  or 
more  performance  standards  to  assure 
the  safety  and  effectiveness  of  the 
device.  After  considering  public 
comments.  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 


65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin.  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 
Ave„  Silver  Spring.  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  the  Dental 
Device  Classification  Panel,  and  the 
General  and  Plastic  Surgery  Device 
Classification  Panel.  FDA  advisory 
committees,  made  the  following 
recommendations  with  respect  to  the 
classification  of  steam  sterilizers: 

1.  Identification:  A  steam  sterilizer  is  a 
device  that  uses  pressurized  steam  to  sterilize 
medical  products.  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
identified  this  generic  type  of  device  as  the 
‘‘steam  sterilizer."  The  Dental  Device 
Classification  Panel  identified  this  generic 
type  of  device  as  the  “autoclave.”  The 
General  and  Plastic  Surgery  Device 
Classification  Panel  identified  this  generic 
type  of  device  as  the  “autoclave  sterilizer." 

2.  Recommended  classification:  Class  11 
(performance  standards).  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that 
establishing  a  performance  standard  for  this 
device  be  a  medium  priority.  The  Dental 
Device  Classification  Panel  recommends  that 
establishing  a  performance  standard  for  this 
device  be  a  low  priority.  The  General  and 
Plastic  Surgery  Device  Classification  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  high  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  three  Panels 
recommend  that  steam  sterilizers  be 
classified  into  class  II  because  the  Panels 
believe  that  a  performance  standard  is 
necessary  to  assure  that  the  device  properly 
sterilizes  medical  products.  Adequate 
sterilization  depends  upon  the  parameters  of 
time,  temperature,  and  steam  saturation.  The 
Panels  believe  that  general  controls  would 
not  provide  control  over  these  characteristics. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  recommends  that 
the  device  labeling  describe  the  need  for 
periodic  performance  testing  using  a 
sterilization  indicator.  The  General  and 
Plastic  Surgery  Device  Classification  Panel 
recommends  that  the  device  be  properly 
designed  and  only  trained  personnel  operate 
the  device. 

4.  Summary  of  data  on  which  the 
recommendations  are  based:  The  Panels 
based  their  recommendations  on  the  Panel 
members'  personal  knowledge  of,  and  clinical 
experience  with,  the  device. 


5.  Risks  to  health:  The  three  Panels 
identified  the  following  risk  to  health:  (a) 
Infection:  If  the  device  fails  to  sterilize 
medical  products  adequately,  patients 
exposed  to  the  products  may  experience 
infection.  The  General  and  Plastic  surgery 
Device  Classification  Panel  also  identified 
the  following  risk  to  health:  (b)  Steam  burns 
to  personnel:  If  the  device  is  improperly 
designed,  it  could  cause  steam  bums  to 
operating  personnel. 

Proposed  Classification 

FDA  agrees  with  the  Panels’ 
recommendations  and  is  proposing  that 
steam  sterilizers  be  classified  into  class 
II  (performance  standards).  FDA  has 
concluded  that  the  device  should  be 
named  the  “steam  sterilizer”  and  that  its 
classification  should  be  published  in  the 
part  of  the  Code  of  Federal  Regulations 
for  General  Hospital  and  Personal  Use 
Devices.  The  agency  believes  that  a 
performance  standard  is  necessary  for 
this  device  because  general  controls 
alone  are  insufficient  to  control  the  risks 
to  health  presented  by  the  device.  A 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic. Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6880,  to  read  as 
follows: 

§  880.6880  Steam  sterilizer. 

(a)  Identification.  A  steam  sterilizer 
(autoclave)  is  a  device  that  uses 
pressurized  steam  to  sterilize  medical 
products. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
'and  4  p.m.,  Monday  through  Friday. 
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Dated;  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  79-26127  Filed  8-23-79;  8:45  amj 
BILUNQ  CODE  4110-03-M 

[21  CFR  Part  880] 

[Docket  No.  78N-1367] 

Medical  Devices;  Classification  of 
Hand-Carried  Stretchers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  hand-carried  stretchers  into 
class  I  (general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
General  and  Plastic  Surgery  Device 
Classification  Panel  that  the  device  be 
classified  into  class  I.  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
General  and  Plastic  Surgery  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  with  respect  to  the 
classification  of  hand-carried  stretchers: 


1.  Identification:  A  hand-carried  stretcher 
is  a  device  consisting  of  a  lightweight  frame, 
or  of  two  poles  with  a  cloth  or  metal 
platform,  on  which  a  patient  can  be  carried. 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panels  recommend  no 
exemptions  for  this  device. 

3.  Summary  of  reasons  for 
recommendation:  The  Panels  recommend  that 
hand-carried  stretchers  be  classified  into 
class  I  because  the  Panels  believe  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  recommends  that  the 
labeling  of  the  device  state  the  maximum 
weight  that  the  device  can  support.  The  Panel 
further  recommends  that  the  device  be  of  a 
suitable  size  to  fit  into  all  ambulances. 

4.  Summary  of  data  on  which  the 
recommendations  are  based:  The  Panels 
based  their  recommendations  on  the  Panel 
members’  personal  knowlege  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panels* 
recommendations  and  is  proposing  that 
hand-carried  stretchers  be  classified 
into  class  I  (general  controls).  FDA  has 
concluded  that  the  classification  of  the 
device  should  be  published  in  the  part  of 
the  Code  of  Federal  Regulations  for 
General  Hospital  and  Personal  Use 
Devices.  The  agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

FDA  disagrees  with  the  Panel 
recommendation  that  there  be  no 
exemptions  for  hand-carried  stretchers. 
The  agency  is  proposing  that 
manufacturers  of  a  hand-carried 
stretcher  be  exempt  from  the  device 
good  manufacturing  practice  (CMP) 
regulation  under  section  520(f)  of  the  act 
(21  U.S.C.  360j(f)).  FDA  is  proposing  that 
a  manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  CMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
CMP  regulation,  other  than  §  §  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  hand-carried 
stretcher  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 


followup.  The  agency  also  believes  that 
manufacturers  of  a  hand-carried 
stretcher  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  CMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6900,  to  read  as 
follows: 

§  880.6900  Hand-carried  stretcher. 

(a)  Identification.  A  hand-carried 
stretcher  is  a  device  consisting  of  a 
lightweight  frame,  or  of  two  poles  with  a 
cloth  or  metal  platform,  on  which  a 
patient  can  be  carried. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  79-26128  Filed  8-23-79;  8:45  am] 
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action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  wheeled  stretchers  into  class 
II  (performance  standards).  FDA  is  also 
publishing  the  recommendations  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  and  the 
Anesthesiology  Device  Classification 
Panel  that  this  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
Additionally.  FDA  is  publishing  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  this  device  be  classiHed  into  class  I. 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  only 
meet  the  general  controls  applicable  to 
all  devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
bused  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 
address:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration.  Rm.  4- 
65.  5600  Fishers  Lane.  Rockville,  MD 
20657. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin.  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 
Ave..  Silver  Spring.  MD  20910.  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  the  Physical 
Medicine  Device  Classification  Panel, 
and  the  Anesthesiology  Device 
Classification  Panel,  FDA  advisory 
committees,  made  the  following 
recommendations  regarding  the 
classification  of  wheeled  stretchers: 

1.  Identification:  A  wheeled  stretcher  is  a 
device  consisting  of  a  platform  mounted  on  a 
wheeled  frame  that  is  designed  to  transport 
patients  in  a  horizontal  position.  The  device 
may  have  side  rails,  supports  for  fluid 
infusion  equipment,  and  patient  securement 
straps.  The  frame  may  be  fixed  or  collapsible 
for  use  in  an  ambulance.  The  General 


Hospital  and  Personal  Use  Device 
Classification  Panel  identified  this  generic 
type  of  device  as  the  “w’heeled  stretcher.” 

The  Physical  Medicine  Device  Classification 
Panel  identified  this  generic  type  of  device  as 
the  “mechanical  wheeled  stretcher."  The 
Anesthesiology  Device  Classification  Panel 
identified  this  generic  type  of  device  as  the 
“patient  cart." 

2.  Recommended  classification:  The 
General  Hospital  and  Personal  Use  Device 
Classification  Panel  and  the  Anesthesiology 
Device  Classification  Panel  recommend  that 
this  device  be  classified  into  class  11 
(performance  standards)  and  that 
establishing  a  performance  standard  for  the 
device  be  a  medium  priority.  The  Physical 
Medicine  Device  Classification  Panel 
recommends  that  this  device  be  classified 
into  class  I  (general  controls)  and  the  Panel 
recommends  that  there  be  no  exemptions  for 
the  device. 

3.  Summary  of  reasons  for 
recommendation:  The  General  Hospital  and 
Personal  Use  Device  Classification  Panel 
recommends  that  this  device  be  classified 
into  class  II  (performance  standards)  because 
the  Panel  believes  that  a  standard  should 
control  the  bumper  height,  require  lockable 
wheels  and  self-locking  side  rails  with  safety 
latches,  and  assure  adequate  weight  capacity 
for  most  patients.  The  Panel  also 
recommends  that  the  standard  assure  that  the 
device's  center  of  gravity  be  sufficiently  low 
that  the  device  is  stable  and  does  not  topple 
over,  and  that  the  device’s  wheels  be  large 
enough  so  that  they  cannot  get  trapped  in  the 
space  between  the  floor  and  an  elevator.  The 
Anesthesiology  Device  Classification  Panel 
recommends  that  this  device  be  classified 
into  class  II  because  the  Panel  believes  that  a 
performance  standard  should  assure  that  the 
device  has  no  sharp  edges  or  protrusions  that 
could  injure  the  patient  or  personnel,  to 
require  the  device  to  have  side  rails  and 
restraint  straps  that  are  properly  placed  and 
sufficiently  strong  to  prevent  the  patient  from 
falling  from  the  cart,  and  to  require  the  device 
to  have  adequate  brakes.  The  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  and  the  Anesthesiology 
Device  Classification  Panel  believe  that 
general  controls  would  not  provide  sufficient 
control  over  these  characteristics.  The  Panels 
also  believe  that  a  performance  standard 
would  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device  and 
that  there  is  sufficient  information  to 
establish  a  standard  to  provide  such 
assurance.  The  Physical  Medicine  Device 
Classification  Panel  recommends  that  this 
device  be  classified  into  class  1  (general 
controls)  because  the  Panel  believes  that  the 
device  presents  no  risks  to  health  and  that 
general  controls  are.  therefore,  sufficient  to 
prov  ide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendations  are  based:  The  three 
Panels  based  their  recommendations  on  the 
Panel  members’  personal  knowledge  of,  and 
clinical  experience  with,  the  device. 

5.  Risks  to  health;  The  General  Hospital 
and  Personal  Use  Device  Classification  Panel 
and  the  Anesthesiology  Device  Classification 
Panel  identified  the  following  risks  of  injury 


to  the  patient:  The  patient  may  fall  from  the 
device  and  be  injured  if  the  side  rails  fail,  if 
the  device  is  unstable  and  topples  over,  if  the 
wheels  get  trapped  in  the  space  between  the 
floor  and  an  elevator  and  cause  the  patient  to 
be  thrown,  if  the  patient  tries  to  get  off  a 
device  that  lacks  lockable  wheels,  if  the 
device  collapses  under  the  patient’s  weight, 
or  if  the  device’s  restraint  straps  are  weak  or 
improperly  placed.  The  patient  could  also  be 
injured  if  the  device  has  sharp  edges, 
protrusions,  or  improper  brakes.  'The  Physical 
Medicine  Device  Classification  Panel 
identified  no  risks  to  health  presented  by  the 
device. 

Proposed  Classification 

FDA  agrees  with  the 
recommendations  of  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  and  the 
Anesthesiology  Device  Classification 
Panel  and  is  proposing  that  wheeled 
stretchers  be  classified  into  class  II 
(performance  standards).  FDA  has 
concluded  that  the  advice  should  be 
named  the  “wheeled  stretcher”  and  that 
its  classification  should  be  published  in 
the  part  of  the  Code  of  Federal 
Regulations  for  General  Hospital  and 
Personal  Use  Devices. 

FDA  disagrees  with  the 
recommendation  of  the  Physical 
Medicine  Device  Classification  Panel 
that  the  device  be  classified  into  class  I 
(general  controls).  The  agency  believes 
that  a  standard  is  necessary  for  this 
device  because  general  controls  alone 
are  insufficient  to  control  the  risks  to 
health  presented  by  the  device, 
especially  the  risk  of  falls  due  to 
inadequate  device  design.  A 
performance  standard  would  provide 
reasonable  assurance  of  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 
information  to  establish  a  standard  to 
provide  this  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (12  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6910,  to  read  as 
follow's; 

§  880.6910  Wheeled  stretcher. 

(a)  Identification.  A  wheeled  stretcher 
is  a  device  consisting  of  a  platform 
mounted  on  a  wheeled  frame  that  is 
designed  to  transport  patients  in  a 
horizontal  position.  The  device  may 
have  side  rails,  supports  for  fluid 
infusion  equipment,  and  patient 
securement  straps.  The  frame  may  be 
fixed  or  collapsible  for  use  in  an 
ambulance. 
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(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identihed  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  the 
hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

IFR  Doc.  79-26129  Filed  6-23-79;  8:45  amj 
BILUNG  CODE  4110-03-M 


[21CFR  Part  880] 

[Docket  No.  78N-1369] 

Medical  Devices;  Classification  of 
Syringe  Needie  Introducers 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  syringe  needle  introducers 
into  class  II  (performance  standards). 
FDA  is  also  publishing  the 
recommendation  of  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  that  the  device  be  classified  into 
class  II.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
After  considering  public  comments,  FDA 
will  issue  a  final  regulation  classifying 
the  device.  These  actions  are  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 


Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  syringe  needle 
introducers: 

1.  Identification:  A  syringe  needle 
introducer  is  a  device  that  uses  a  spring- 
loaded  mechanism  to  drive  a  hypodermic 
needle  into  a  patient  to  a  predetermined 
depth  below  the  skin  surface. 

2.  Recommended  classification:  Class  II 
(performance  standards).  The  Panel 
recommends  that  establishing  a  performance 
standard  for  this  device  be  a  low  priority. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
syringe  needle  introducers  be  classified  into 
class  II  because  the  Panel  believes  that  a 
standard  is  needed  to  control  the  force  of  the 
spring  used  to  drive  the  needle  into  the  skin 
so  that  the  needie  is  driven  to  the  correct 
depth  below  the  skin  surface,  without 
unnecessary  tissue  trauma.  The  Panel 
believes  that  general  controls  would  not 
provide  sufficient  control  over  this 
characteristic.  The  Panel  believes  that  a 
performance  standard  would  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device  and  that  there  is 
sufficient  information  to  establish  a  standard 
to  provide  such  assurance.  The  Panel  also 
recommends  that  the  device  be  sterilizable  to 
prevent  cross-contamination. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  (a)  Cross-contamination: 
If  the  device  is  not  sterilizable,  cross- 
contamination  may  occur,  (b)  Incorrect 
dosage:  If  the  needle  penetrates  to  an 
incorrect  depth,  the  patient  may  receive  an 
incorrect  dosage  of  drug,  (c)  Tissue  trauma:  If 
the  needle  penetrates  too  deep,  tissue  trauma 
may  result. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
syringe  needle  introducers  be  classified 
into  class  II  (performance  standards). 
The  agency  believes  that  a  performance 
standard  is  necessary  for  this  device 
because  general  controls  alone  are 
insufficient  to  control  the  risks  to  health 
presented  by  the  device.  A  performance 
standard  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  The  agency 
also  believes  that  there  is  sufficient 


information  to  establish  a  performance 
standard  to  provide  this  assurance. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6920,  to  read  as 
follows: 

880.6920  Syringe  needle  introducer. 

(a)  Identification.  A  syringe  needle 
introducer  is  a  device  that  uses  a  spring- 
loaded  mechanism  to  drive  a 
hypodermic  needle  into  a  patient  to  a 
predetermined  depth  below  the  skin 
surface. 

(b)  Classification.  Class  II 
(performance  standards). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10. 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  79-26130  Filed  8-23-79.  945  am) 

BILLING  CODE  4110-03-M 


[21  CFR  Part  880] 

[Docket  No.  78N-1388] 

Medical  Devices;  Classification  of 
Irrigating  Syringes 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  irrigating  syringes  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
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actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  irrigating  syringes; 

1.  Identification;  An  irrigating  syringe  is  a 
device  consisting  of  a  bulb  or  a  piston  syringe 
with  an  integral  or  a  detachable  tube.  The 
device  is  used  to  irrigate,  withdraw  fluid 
from,  or  instill  fluid  into  a  body  cavity  or 
wound.  The  Panel  identified  this  generic  type 
of  device  under  the  name  “nonsurgical 
irrigating  syringe.” 

2.  Recommended  classification;  Class  I 
(general  controls).  The  Panel  recommends 
that  this  device  be  exempt  from  premarket 
notification  under  section  510(k]  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and,  if  the  device  is  not  labeled 
as  sterile,  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation;  The  Panel  recommends  that 
irrigating  syringes  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Pane!  recommends  that  this 
device  be  exempt  from  premarket  notification 
under  section  510{k)  of  the  act  because  the 
Panel  believes  that  FDA  does  not  need  to 
receive  premarket  notification  of  a 
manufacturer's  intent  to  market  this  simple 
device.  The  Panel  recommends  that  this 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  discernible  and  that  defects  are  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based;  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 


5.  Risks  to  health;  Infection;  If  the  device  is 
labeled  as  sterile  and  it  is  not  sterile, 
pathogenic  organisms  may  cause  an  infection 
in  the  patient. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
irrigating  syringes  be  classified  into 
class  I  (general  controls).  The  agency 
believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

In  response  to  the  Panel's 
recommendation  that  manufacturers  of 
an  irrigating  syringe  be  exempt  from 
section  510  of  the  act,  FDA  is  proposing 
that  these  manufacturers  be  subject  to 
registration  and  device  listing  under 
section  510(a)  through  (j)  of  the  act,  but 
exempt  from  premarket  notification 
under  section  510(k)  of  the  act  and 
Subpart  E  of  Part  807  of  the  regulations 
(21  CFR  Part  807).  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration  and  listing  by 
manufacturers  of  an  irrigating  syringe, 
the  agency  cannot  make  the  required 
finding.  To  protect  the  public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  an  irrigating  syringe.  The 
agency  does  not  at  this  time  anticipate 
that  premarket  approval  will  be  required 
for  this  device.  The  agency  believes  that 
the  semiannual  updating  of  device 
listing  under  section  510(j)(2)  will 
provide  FDA  with  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of 
an  irrigating  syringe  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  who  does 
not  label  or  otherwise  represent  it  as 
sterile  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  (21 
CFR  820.180),  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  (21  CFR  820.198),  with  respect 
to  complaint  files.  Based  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device,  the 
agency  has  determined  that  application 


of  the  GMP  regulation,  other  than 
§  §  820.180  and  820.198,  is  unlikely  to 
improve  the  safety  and  effectiveness  of 
the  device.  The  agency  believes, 
however,  that  manufacturers  of  an 
irrigating  syringe,  even  when  it  is  not 
labeled  or  otherwise  represented  as 
sterile,  must  still  be  required  to  comply 
with  the  complaint  file  requirements  of 
§  820.198  to  ensure  that  these 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  agency  also  believes  that 
manufacturers  of  an  irrigating  syringe 
must  still  be  required  to  com^y  with  the 
general  requirements  concerning  records 
in  §  820.180  to  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer's 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate.  A 
manufacturer  of  an  irrigating  syringe 
that  is  labeled  or  otherwise  represented 
as  sterile  is,  in  the  manufacture  of  this 
device,  subject  to  the  GMP  regulation  in 
its  entirety. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6960,  to  read  as 
follows: 

§  880.6960  Irrigating  syringe. 

(a)  Identification.  An  irrigating 
syringe  is  a  device  consisting  of  a  bulb 
or  a  piston  syringe  with  an  integral  or  a 
detachable  tube.  The  device  is  used  to 
irrigate,  withdraw  fluid  from,  or  instill 
fluid  into  a  body  cavity  or  wound. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter.  If 
the  device  is  not  labeled  or  otherwise 
represented  as  sterile,  it  also  is  exempt 
from  the  good  manufacturing  practice 
regulation  in  Part  820  of  this  chapter, 
with  the  exception  of  §  820.180,  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
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Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  79-281*1  Filed  S-23-79: 8:45  am) 

BILLING  CODE  4110-03-11 

[21  CFR  Part  880] 

[Docket  Na  78N-1371] 

Medical  Devices;  Classification  of 
Liquid  Crystal  Vein  Locators 

agency:  Food  and  Drug  Administration. 
ACTION:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  liquid  crystal  vein  locators 
into  class  I  (general  controls).  FDA  is 
also  publishing  the  recommendation  of 
the  General  Hospital  and  Personal  Use 
Device  Classification  Panel  that  the 
device  be  classified  into  class  I.  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
dates:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 


classification  of  liquid  crystal  vein 
locators: 

1.  IdentificaUon:  A  liquid  crystal  vem 
locator  is  a  device  used  to  indicate  the 
location  of  a  vein  by  revealing  variations  in 
the  surface  temperature  of  the  skin  by 
displaying  the  color  changes  of  heat  sensitive 
liquid  crystals  (cholesteric  esters). 

2.  Recommended  classification:  Class  1 
(general  controls).  The  Panel  recommends 
that  there  be  no  exemptions. 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
liquid  crystal  vein  locators  be  classified  into 
class  I  because  the  Panel  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendation  on  the  Panel  members' 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
liquid  crystal  vein  locators  be  classified 
into  class  I  (general  controls)  with  no 
exemptions.  The  agency  believes  that 
general  controls  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  StaL  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Conunissioner  of  Food  and  Drugs 
proposes  to  amend  Part  880  in  Subpart  G 
by  adding  new  §  880.6970,  to  read  as 
follows: 

§  880.6970  Liquid  crystal  vein  locator. 

(a)  Identification.  A  liquid  crystal  vein 
locator  is  a  device  used  to  indicate  the 
location  of  a  vein  by  revealing 
variations  in  the  surface  temperature  of 
the  skin  by  displaying  the  color  changes 
of  heat  sensitive  liquid  crystals 
(cholesteric  esters). 

(b)  Classification.  Class  1  (general 
controls). 

Interested  persons  may,  on  or  before 
October  23, 1979  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville.  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
Hearing  Clerk  docket  number  foimd  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  ajn. 
and  4  p.m.,  Monday  through  Friday. 


Dated:  August  15, 1979. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  79-28132  Filed  S-23-79;  8:45  am) 

BILLING  CODE  411<M»-M 

[21  CFR  Part  880] 

[Docket  No.  78N-1372] 

Medical  Devices;  Classification  of  Vein 
Stabilizers 

agency:  Food  and  Drug  Administration. 
action:  Proposed  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  for 
public  comment  a  proposed  regulation 
classifying  vein  stabilizers  into  class  I 
(general  controls).  FDA  is  also 
publishing  the  recommendation  of  the 
General  Hospital  and  personal  Use 
Device  Classification  Panel  that  the 
devices  be  classified  into  class  1.  The 
effect  of  classifying  a  device  into  class  1 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  After  considering  public 
comments,  FDA  will  issue  a  final 
regulation  classifying  the  device.  These 
actions  are  being  taken  imder  the 
Medical  Device  Amendments  of  1976. 
DATES:  Comments  by  October  23, 1979. 

It  is  proposed  that  the  final  regulation 
based  on  this  proposal  become  effective 
30  days  after  the  date  of  its  publication 
in  the  Federal  Register. 

ADDRESS:  Written  comments  to  the 
office  of  the  Hearing  Clerk  (HFA-305), 
Food  and  Drug  Administration,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Avenue,  Silver  Spring,  MD  20910,  310- 
427-7555. 

SUPPLEMENTARY  INFORMATION: 

Panel  Recommendation 

A  proposal  elsewhere  in  this  issue  of 
the  Federal  Register  provides 
background  information  concerning  the 
development  of  the  proposed  regulation. 
The  General  Hospital  and  Personal  Use 
Device  Classification  Panel,  an  FDA 
advisory  committee,  made  the  following 
recommendation  regarding  the 
classification  of  vein  stabilizers: 

1.  Identification:  A  vien  stabilizer  is  a 
device  consisting  of  a  flat  piece  of  plastic 
with  two  noninvasive  prongs.  The  device  is 
placed  on  the  skin  so  that  the  prongs  are  on 
either  side  of  a  vein  and  hold  it  stable  while  a 
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hypodermic  needle  is  inserted  into  the  vien. 
The  Panel  identified  this  generic  type  of 
device  under  the  name  "vein  stabilization 
device." 

2.  Recommended  classification:  Class  I 
(general  controls).  The  Panel  recommends 
that  these  devices  be  exempt  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360(k))  and  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  (21  U.S.C.  360j(f)). 

3.  Summary  of  reasons  for 
recommendation:  The  Panel  recommends  that 
vein  stabilizers  be  classified  into  class  I 
because  the  Panel  believes  that  general 
controls  are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and  effectiveness  of 
the  device.  The  Panel  recommends  that  the 
device  be  exempt  from  premarket  notification 
under  section  510(k)  of  the  act  because  the 
Panel  believes  that  FDA  does  not  need  to 
receive  premarket  notification  of  a 
manufacturer’s  intent  to  market  this  simple 
device.  The  Panel  also  reconunends  that  the 
device  be  exempt  from  the  good 
manufacturing  practice  regulation  under 
section  520(f)  of  the  act  because  the  Panel 
believes  that  the  quality  of  the  device  is 
easily  disemible  and  that  defects  are  readily 
apparent  to  the  user. 

4.  Summary  of  data  on  which  the 
recommendation  is  based:  The  Panel  based 
its  recommendations  on  the  Panel  members’ 
personal  knowledge  of,  and  clinical 
experience  with,  the  device. 

5.  Risks  to  health:  None  identified. 

Proposed  Classification 

FDA  agrees  with  the  Panel 
recommendation  and  is  proposing  that 
vein  stabilizers  be  classified  into  class  I 
(general  controls).  The  agency  believes 
that  general  controls  are  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
vein  stabilizer  be  exempt  from  section 
510(k)  of  the  act,  FDA  is  proposing  that 
these  manufacturers  be  subject  to 
registration  and  device  listing  under 
section  510  (a)  through  (])  of  the  act,  but 
exempt  from  premarket  notification 
under  section  510{k)  of  the  act  and 
Subpart  E  of  Part  807  of  the  regulations 
(21  CFR  Part  807).  Under  section 
510(g)(4)  of  the  act,  the  agency  may 
exempt  a  manufacturer  from  section  510 
only  if  it  finds  that  compliance  with  this 
section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  registration  and  listing  by 
manufacturers  of  a  vein  stabilizer,  the 
agency  cannot  make  the  required 
finding.  To  protect  the^public  health,  the 
agency  needs  to  be  able  to  identify  the 
firms  manufacturing  this  device  and  to 
conduct  necessary  inspections.  The 
agency  has  determined,  however,  that  it 
is  not  necessary  for  the  protection  of  the 
public  health  that  FDA  receive 


premarket  notification  submissions 
concerning  a  vein  stabilizer.  The  agency 
does  not  at  this  time  anticipate  that 
premarket  approval  will  be  required  for 
this  device.  The  agency  believes  that  the 
semiannual  updating  of  device  listing 
under  section  510[j)(2]  will  provide  FDA 
with  adequate  notice  concerning  new 
products  within  this  generic  type  of 
device. 

In  response  to  the  Panel’s 
recommendation  that  manufacturers  of  a 
vein  stabilizer  be  exempt  from  the 
device  good  manufacturing  practice 
(GMP)  regulation  under  section  520(f)  of 
the  act,  FDA  is  proposing  that  a 
manufacturer  of  this  device  be  exempt, 
in  the  manufacture  of  the  device,  from 
all  requirements  in  the  GMP  regulation 
except  §  820.180  (21  CFR  820.180),  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  (21 
CFR  820.198),  with  respect  to  complaint 
files.  Based  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  believes,  however,  that 
manufacturers  of  a  vein  stabilizer  must 
still  be  required  to  comply  with  the 
complaint  file  requirements  of  §  820.198 
to  ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of  a 
vein  stabilizer  must  still  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  may  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  may 
determine  whether  the  exemption  from 
other  sections  of  the  GMP  regulation  is 
still  appropriate. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
proposes  to  amend  part  880  in  Subpart  G 
by  adding  new  §  880.6980,  to  read  as 
follows: 

§  880.6980  Vein  stabilizer. 

(a)  Identification.  A  vein  stabilizer  is 
a  device  consisting  of  a  flat  piece  of 
plastic  with  two  noninvasive  prongs. 

The  device  is  place  on  the  skin  so  that 
the  prongs  are  on  either  side  of  a  vein 
and  hold  it  stable  while  a  hypodermic 
needle  is  inserted  into  the  vein. 


(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807  of  this  chapter. 

The  device  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820  of  this  chapter,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Interested  persons  may,  on  or  before 
October  23, 1979,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
sumit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this 
document.  Received  comments  may  be 
seen  in  the  above  office  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Dated:  August  10, 1979. 

Williaiti  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 
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